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DEPARTMENTS OF LABOR, HEALTH AND
HUMAN SERVICES, EDUCATION, AND RE-
LATED AGENCIES APPROPRIATIONS FOR
FISCAL YEAR 2004

WEDNESDAY, MARCH 19, 2003

U.S. SENATE,
SUBCOMMITTEE OF THE COMMITTEE ON APPROPRIATIONS,
Washington, DC.

The subcommittee met at 9:01 a.m., in room SD-124, Dirksen
Senate Office Building, Hon. Arlen Specter (chairman) presiding.

Present: Senator Specter, Craig, Gregg, Harkin, Landrieu, and
Kohl.

DEPARTMENT OF HEALTH AND HUMAN SERVICES

OFFICE OF THE SECRETARY

STATEMENT OF TOMMY G. THOMPSON, SECRETARY OF HEALTH AND
HUMAN SERVICES

OPENING STATEMENT OF SENATOR ARLEN SPECTER

Senator SPECTER. Good morning, ladies and gentlemen. The
hearing of the Appropriations Subcommittee of Labor, Health,
Human Services, and Education will now proceed.

Our witness today will be the Secretary of HHS, Secretary
Tommy Thompson, the 19th Secretary of the Department which
oversees the health and welfare of the Nation.

The administration budget has proposed a discretionary account
for the Department of Health and Human Services of some $60.7
billion which constitutes an increase of $514 million over the fiscal
year 2003 level, which, as obvious, does not even account for an in-
flationary increase.

This Department has some of the most important funding in our
Nation, spanning medical research and Head Start and the low-in-
come health and energy costs, known as LIHEAP, and a broad
range of very, very important programs. It is, as usual, a very dif-
ficult matter in allocating the resources which this subcommittee
has for three Departments, the Department of Education, the De-
partment of Labor, in addition to this Department.

There is special concern about a number of lines. The Centers for
Disease Control, which is being asked to take on additional respon-
sibilities, as we speak, with this outbreak in China. The National
Institutes of Health, which have had extraordinary results, have
been limited in this year’s suggested funding by the administration
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to a $673 million increase, which is a sharp decrease from the $3.5
billion increase which the administration requested last year,
which really was a commentary on the phenomenal results which
NIH had. But we will be wrestling with these issues.

We appreciate the appearance of the Secretary today. To give the
maximum time for the Secretary’s comments, we will begin at this
point.

Secretary Thompson began his public service back in 1966 as a
representative in the Wisconsin State Assembly. He served as Gov-
ernor of Wisconsin from 1987 to 2000, the longest-serving Governor
in Wisconsin history, well known for his innovative activities in the
welfare system and expanding health care access to low-income
children and families. He was chairman of the National Governor’s
Association, the Education Commissioner of the States and Mid-
western Governors Conference. Both of his degrees, bachelor and
J.D., come from the University of Wisconsin at Madison.

Thank you for joining us, Mr. Secretary, and we look forward to
your testimony.

SUMMARY STATEMENT OF HON. TOMMY G. THOMPSON

Secretary THOMPSON. Thank you so very much, Mr. Chairman.
I want to thank you at the outset for your passion, for your leader-
ship on so many issues that are very important to the future of the
health care and well-being of Americans, and I thank you for that
leadership.

I am sorry Mr. Harkin is not here, but I also want to extend my
appreciation to him as well.

Thank you so very much, Senator Specter, for inviting me to tes-
tify today.

In my first 2 years at the Department, we have made, I believe,
tremendous progress in our efforts to improve the health, the safe-
ty, and the well-being of the American people. We continue to make
extraordinary progress in providing health care to lower-income
Americans through waiver and State plan amendments granted to
States. We have been able to expand access to health coverage for
more than 2.2 million individuals and have expanded the range of
benefits offered to an additional 6.7 million other Americans.

To build on this progress, the President proposed outlays for
HHS of $539 billion. $539 billion represents an increase of $36.8
million, or 7 percent over last year’s request, an increase of more
than $109 billion, or 25 percent, since 2001.

The discretionary part of the budget increases $1.64 billion, or
2.6 percent, to $65 billion of budget authority. This would be $606
million, or 1.5 percent, higher than what was enacted by the Con-
gress in the fiscal year 2003 appropriation bill.

$539 billion is a large number, and I have a solemn responsi-
bility as Secretary to make sure that every one of those dollars is
put to good use. I owe it to the people who pay the taxes, and I
owe it to the people who consume the services.

One way to ensure that these dollars are effective is to work with
you, Senator Specter, and Senator Harkin and other committee
members and other committees to improve and strengthen our two
largest health programs, Medicare and Medicaid. I discuss these
programs in my written testimony.
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We are also making progress in keeping health care costs down
and preventing chronic diseases by encouraging Americans to lead
healthier lives. We have all heard the disturbing news about the
prevalence of diabetes, obesity, and asthma that could be prevented
through simple lifestyle changes. Diabetes alone costs the Nation
nearly $132 billion each year in direct medical and indirect eco-
nomic costs. Yet, modest lifestyle changes, such as getting more ex-
ercise and losing weight, can reduce the risk of this and other dis-
eases dramatically.

The HHS budget, consistent with the President’s HealthierUS ef-
fort, proposes a coordinated Department-wide effort, Steps to a
HealthierUS, to promote healthier lifestyles, emphasizing preven-
tion of obesity, diabetes, asthma, heart disease, stroke, and cancer.
The fiscal year 2004 budget includes an investment of $125 million
for targeted disease prevention.

In order to improve patient safety, which I know, Senator Spec-
ter, you have been an advocate and leader on, the Food and Drug
Administration is proposing two new rules to prevent errors with
medication.

The first of these proposals will require bar-coding on almost all
pharmaceuticals and blood products. This rule would help reduce
the number of medication errors by allowing health care profes-
sionals to use bar-code scanning equipment to verify that the right
drug in the right dose is given to the right patient at the right
time.

We also support the creation of patient safety organizations in
order to collect data that can improve procedures and prevent er-
rors.

And thanks to your strong support, Mr. Chairman, we recently
completed a doubling of the budget of the National Institutes of
Health. This year we continue that commitment with a budget of
$27.7 billion, a net increase of $549 million over last year.

But as a result of one-time projects that were funded in fiscal
year 2003 and not needing to be refinanced, actual NIH research
investment will rise by $1.9 billion, or 7.5 percent.

I would like to focus the remainder of my remarks this morning
on a topic that is probably on everyone’s mind this week, and that
is bioterrorism. I would like to offer to you, Mr. Chairman, and
members of the committee, an opportunity to come over to the De-
partment at your choosing to see our new bioterrorism communica-
tions center. It is state of the art, and it is one that you would ap-
preciate if you would come over and have an opportunity to see.

The attacks on September 11 made it clear that the threat of ter-
ror is more grave and more imminent than at any time in modern
history. Anthrax attacks make it clear that the threat of terrorism
includes weapons of unprecedented power and ingenuity, and the
proliferation of weapons of mass destruction in the hands of outlaw
regimes makes it even more urgent that we prepare for a growing
variety of threats.

We have already done a great deal, and the United States today
is better prepared than ever to meet and be able to respond to the
threat of a terrorist attack with a biological, chemical, radiological,
or nuclear agent.
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The National Stockpile of Medical Countermeasures is large and
getting more extensive all the time. But that stockpile may not be
enough. Unfortunately, the medical treatment available for many
pathogens have improved very little in decades. The smallpox vac-
cines available today hardly differ from those of the 1960s. Some
treatments for radiation and chemical exposure have not changed
much since the 1970s, and some diseases, such as ebola, have
never had an effective medical countermeasure. These diseases
lack effective or modern treatment in part because they are so rare.

By contrast, the treatment of the vast majority of common, natu-
rally occurring illnesses have been able to be improved dramati-
cally as a result of ongoing innovations from biomedical research
and development. Heart attacks were often fatal in the 1970s, but
they are much less so today. And better detection and therapeutic
options have significantly improved survival rates for many kinds
of cancer over the last 20 years.

We must bring that sort of progress to the rare, yet deadly
threats which are posed by bioterrorists, and that is why President
Bush, with the help of my Department, has been able to announce
Project Bioshield. He would spend roughly $6 billion over 10 years
on new countermeasures to prepare America for a bioterrorist at-
tack. This proposal would speed up research and approval of vac-
cines and treatments and ensure a guaranteed funding source for
their purchase, just the latest in our forward-looking efforts to pro-
tect the homeland.

Our Department is doing well at getting bioterrorism money out
to State governments in many cases faster than they are able to
spend it.

So as we speak, Mr. Chairman, researchers are working to iden-
tify the cause of the recent cases of what has been called severe
acute respiratory syndrome. While we have no reason to think that
this syndrome is related to influenza, the appearance of similar
symptoms in scattered locations reminds us that this is the way an
influenza pandemic might start.

The President’s budget foresaw and prepared for an influenza
outbreak. It proposes to spend $100 million to ensure the Nation
has an adequate supply of influenza vaccine in the event of a pan-
demic. And due to the constant changes in the circulating influenza
strains, we cannot stockpile influenza vaccine, and the current
manufacturing methods could not meet the Nation’s needs in the
event of a pandemic. Funds will be used for activities to ensure a
year-around influenza vaccine production capacity and development
and implementation of rapidly expandable production technologies.
We will work closely with industry to accomplish these goals.

The President has made improving our Nation’s health and
health care one of his biggest priorities for this year. By working
together, we can make it one of our proudest achievements.

I look forward to working with you, Mr. Chairman, Senator Har-
kin, as well as Senator Craig, and all members of this committee,
and I know our discussion this morning will certainly proceed and
allow those things to be initiated.
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PREPARED STATEMENT

I thank you, Mr. Chairman, and I would also, once again, invite
you and other members of the committee to come over to the De-
partment and see our very modern, state-of-the-art communications
system that will allow us to better respond to any bioterrorist at-
tack that may take place in this country. Thank you again for giv-
ing me this opportunity to appear in front of you, Senator.

[The statement follows:]

PREPARED STATEMENT OF ToMMY G. THOMPSON

Good morning Mr. Chairman, Senator Harkin and members of the committee. I
am honored to be here today to present to you the President’s fiscal year 2004 budg-
et for the Department of Health and Human Services (HHS). I am certain you will
find that, viewed in its entirety, our budget will help improve the health and safety
of our Nation. Before I discuss the fiscal year 2004 budget, I would like to thank
the committee for its hard work and dedication to the programs at HHS.

Our fiscal year 2004 request totals $539 billion in outlays, approximately 7.3 per-
cent over the fiscal year 2003 budget. The discretionary budget authority portion of
the HHS budget, before this committee, totals $60.7 billion, which is an increase of
approximately $1.5 billion, or 2.6 percent over the fiscal year 2003 President’s Budg-
et and an increase of approximately $514 million, or 0.9 percent over the fiscal year
2003 enacted appropriation. Mandatory outlays for HHS total $475.9 billion in this
budget proposal, an increase in excess of 7 percent.

The budget proposed by the President for HHS will enable the Department to con-
tinue its important work with our partners at the State and local levels and the
newly created Department of Homeland Security. Working together, we will hold
fast to our commitment to protecting our Nation and ensuring the health and well-
being of all Americans. Many of our programs at HHS provide necessary services
that contribute to fighting the war on terrorism and provide us with a more secure
future. And, I am particularly focused on preparedness at the State and local level,
HHS’s ability to respond rapidly to a bioterrorist attack, research on and develop-
ment of vaccines and other therapies to counter potential bioterrorist attacks, and
ensuring the safety of our food supply.

The President’s fiscal year 2004 budget request also continues to support the
needs of the American people by strengthening and improving Medicare and Med-
icaid; enhancing Temporary Assistance for Needy Families (TANF) and Foster Care;
strengthening the Child Support Enforcement Program; and furthering the reach of
the President’s New Freedom Initiative.

The support of your committee is vital to achieving many of the Administration’s
most important priorities. I am grateful for the close partnership we have enjoyed
in the past, and I look forward to working with you again on an aggressive appro-
priations agenda to advance the health and well being of millions of Americans.
Today, I would like to highlight for you the key issues in the President’s budget.

SUPPORTING THE PRESIDENT’S DISEASE PREVENTION INITIATIVE

One of the most important issues on which we can work together is chronic dis-
ease prevention. We all have heard the disturbing news about the prevalence of dia-
betes, obesity, and asthma that could be prevented through simple lifestyle changes.
The statistics, I am sure, are as alarming to you as they are to me. For example,
the incidence of diabetes and obesity among Americans is up sharply in the past
decade, putting millions more Americans at higher risk for heart disease, stroke and
other related medical conditions.

Diabetes alone costs the Nation nearly $132 billion each year in direct medical
costs and in indirect economic costs, including disability, missed work, and pre-
mature death. Medical studies have shown that modest lifestyle changes—such as
getting more exercise and losing weight—can reduce an individual’s risks for devel-
oping this serious health conditions.

The HHS budget, consistent with the President’s HealthierUS effort, proposes a
coordinated, Department-wide endeavor—Steps to a HealthierUS—to promote
healthier lifestyles emphasizing prevention of obesity, diabetes, asthma, heart dis-
ease, stroke, and cancer. The fiscal year 2004 budget includes an investment of $125
million for targeted disease prevention.
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IMPROVING THE NATION’S HEALTH

Of all the issues confronting this Department, none has a more direct impact on
the well being of our citizens than the health of our Nation. Our budget makes a
concerted effort to improve the health of the American people by taking significant
steps that include: reducing prescription drug-related medical costs, financing vac-
cines, investing in hospital information technology, and continuing the effort to in-
crease and expand the number of Health Centers.

The budget includes initiatives that will carry out the Best Pharmaceuticals for
Children Act (BPCA) and alleviate drug-related medical costs. My budget request
for NIH includes an additional $25 million, for a total of up to $50 million, to im-
prove information available for prescribing pharmaceuticals to children. NIH is fo-
cusing its efforts on drugs that are no longer under patent. The request for the Food
and Drug Administration (FDA) includes %12.3 million to increase Americans’ access
to safe, effective, and less expensive generic drugs and a $1 million increase to ex-
pand the range of drugs available over-the-counter.

The HHS budget includes a series of improvements in the financing of childhood
vaccines to meet three goals—(1) improve vaccine access for currently eligible chil-
dren, (2) restore tetanus and diphtheria booster vaccines (Td, DT) to the Vaccines
for Children (VFC) program, and (3) build a national stockpile of childhood vaccines.
Legislation will be proposed to improve access to VFC vaccines for children already
entitles to them. The budget proposes to expand the number of access points for
underinsured children—those whose private insurance does not cover the immuniza-
tions—by allowing them to receive their VFC vaccines at State and local public
health clinics. To help protect against future shortages, HHS will, starting in fiscal
year 2003, develop a stockpiling strategic plan and begin building a vendor-man-
aged, 6-month supply of all childhood vaccines to be completed by 2006. The budget
includes $707 million in fiscal year 2003 to 2006 for the stockpile. Under current-
law we can stockpile these vaccines. I also propose to restore the tetanus and diph-
theria booster shots to the VFC program by removing outdated price caps that are
so low for some vaccines that vendors will not bid on VFC contracts.

The budget also contains $100 million to ensure the nation has an adequate sup-
ply of influenza vaccine in the event of a pandemic. Due to the constant changes
in the circulating influenza strains, we cannot stockpile influenza vaccine, and the
current manufacturing methods could not meet the Nation’s needs in the event of
a pandemic. Funds will be used for activities to ensure a year-round influenza vac-
cine production capacity and the development and implementation of rapidly ex-
pandable production technologies. We will work closely with industry to accomplish
these goals.

Senator Specter, you were instrumental in ensuring that patient safety is a pri-
mary focus of AHRQ’s research portfolio. In fiscal year 2001, we made awards to
94 grantees in five areas to begin the first of three years of research to improve pa-
tient safety across healthcare settings. Nearly half of these demonstration projects
are focusing on the use of computers and information technology to prevent medical
errors and to improve reporting of medical errors data Through these projects,
grantees are piloting potential error-reducing technologies like personal digital as-
sistants (PDAs) for electronic prescription writing, as well as Computerized Physi-
cian Order Entry (CPOE), a technology that helps to ensure that patients receive
the right medication, at the right dose, at the right time. As a result of these
projects, AHRQ’s first step in improving patient safety has been to demonstrate the
efficacy of certain interventions in reducing medical errors.

Our next step must be to take what we have learned and disseminate it to
healthcare providers and networks. We are putting $50 million into a new program
at AHRQ that will improve patient safety by increasing investments in hospital in-
formation technology. We are also making a commitment to help implement these
technologies in health systems that otherwise may not be able to make the capital
investment. A focus on small community and rural hospitals will help to bridge the
so-called “digital divide” by helping these hospitals catch up with those that are fur-
ther along.

AHRQ’s budget proposal also includes $24 million for ongoing activities such as
the work of the Patient Safety Task Force and the Patient Safety Data Reporting
System integration efforts, as well as plans to initiate challenge grants and a pa-
tient safety improvement corps; a $10 million increase for the expansion and en-
hancement of information collected in the U.S. Census Bureau’s Current Population
Survey; and a $2 million increase to improve the usability and timeliness of Medical
Expenditure Panel Surveys (MEPS) data and help sustain prior year enhancements
to the sample size and content of surveys that collect information from medical pro-
viders, insurers, and households.
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We must do everything within our abilities to address the disparities in health
care in this Nation. The fiscal year 2004 budget proposes numerous activities to ad-
dress and alleviate health inequities. Programs that cut across various HHS agen-
cies strive toward bettering the health of our Nation.

The fiscal year 2004 budget continues the third year of the President’s multi-year
initiative to expand access to care for millions of Americans especially those who
are uninsured. The budget includes $1.6 billion, a $122 million increase, to provide
primary and preventive health care services to nearly 14 million individuals. Almost
40 percent of the patients treated at health centers have no insurance coverage and
many others have inadequate coverage. These health centers are located in our most
underserved communities. Over half are in rural America. In support of the Health
Center Initiative, the President is also seeking to expand the National Health Serv-
ice Corps by adding $42 million to increase the number of health care providers in
rural and underserved areas, to a total field strength of 4,300 people; and provide
for 2,400 loan repayments and scholarships.

In addition to childhood immunization, the fiscal year 2004 President’s budget for
the Centers for Disease Control and Prevention (CDC) requests programmatic in-
creases in several areas. I am seeking a $12 million increase for the breast and cer-
vical cancer program, which supports screenings for low-income, underinsured, and
uninsured women between the ages of 50-64, and $5 million to expand School
Health Programs to reduce health risks such as tobacco use, poor eating habits and
obesity. The budget also includes an increase of $10 million for a Public Health In-
formation Network (PHIN) to integrate and expand CDC’s existing networks to es-
tablish a consistent exchange of information between public health partners.

The Substance Abuse and Mental Health Services Administration’s proposed
budget is $3.4 billion, a net program level increase of $198 million over fiscal year
2003. As part of the President’s Drug Treatment Initiative, the budget includes $200
million in fiscal year 2004, a total of $600 million over three years, to establish a
new competitive State substance abuse voucher program. This program will assist
100,000 Americans in the first year in obtaining the critical alcohol and drug treat-
ment services they need but lack access to. This effort complements existing alcohol
and drug abuse treatment programs by providing consumer choice and broadening
the base of treatment providers to include more faith-based providers. Through this
new program individuals seeking drug and alcohol treatment and support services
will be assessed and then receive a voucher to pay for appropriate community treat-
ment programs. This program will require accountability by linking payment to pro-
viders to demonstrated treatment effectiveness measured by abstinence from alcohol
and drug use after treatment.

The fiscal year 2004 request also includes an increase of $31 million for the Sub-
stance Abuse Block Grant. The Block Grant will provide drug treatment services to
400,000 persons. In the area of mental health, we propose $107 million, an increase
of $9 million, for Children’s Mental Health Services to serve a total of 17,000 chil-
dren and adolescents with serious mental and emotional disorders along with their
families. We are also requesting $50 million, an additional $7 million, for Projects
for Assistance in Transition from Homelessness to serve a total of 147,000 homeless
individuals. These funds link efforts to move homeless individuals off the streets by
providing them with mental health services and substance abuse treatment.

FIGHTING HIV/AIDS

HIV/AIDS is one of the most serious challenges facing humanity. No country has
been spared. Some have faced widespread devastation. All have citizens whose lives
have been destroyed by this horrible disease. Our commitment to ending this pan-
demic is strong and unwavering. The fiscal year 2004 budget for HHS includes $6.4
billion in discretionary funds within HHS to combat HIV/AIDS. Within this level is
$680 million to support a variety of efforts to fight HIV/AIDS in developing nations.
For example, our budget includes $150 million to support the Mother-to-Child trans-
mission of HIV/AIDS prevention initiative. This initiative seeks to treat approxi-
mately one million women annually in developing countries in order to reduce trans-
mission of HIV to their children by 40 percent. This is an integral part of the Presi-
dent’s Emergency Plan for AIDS Relief, which seeks to stem the death toll from
AIDS. Currently, demographers project that, absent strong action, life expectancy
will fall from 66 to 33 years in Zambia and from 70 to 40 years in Zimbabwe.

The budget also, includes $2 billion for life sustaining care and services for over
530,000 Americans under the Ryan White CARE Act. The Ryan White programs
target our resources toward the development of an effective service delivery system
by partnering with States, heavily impacted metropolitan areas, faith-based and
community-based providers and academic institutions. Our budget includes $739
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million to provide drug therapies to approximately 159,000 individuals. These funds
will provide Americans living with HIV/AIDS a lifeline to care who might otherwise
have to choose between expensive medical treatments and other necessities. These
funds will help eliminate those difficult decisions.

MAINTAINING OUR INVESTMENT IN BIOMEDICAL RESEARCH

I commend you, Mr. Chairman, Senator Harkin, and this Subcommittee, for your
unwavering commitment to doubling the budget for the National Institutes of
Health. After five years of outstanding growth that doubled the NIH budget, the fis-
cal year 2004 Budget provides a significant investment to ensure that the momen-
tum gained over the last five years is sustained. We have developed a plan that
would increase funding for on-going research by about $2 billion, approximately +7
percent. The fiscal year 2004 budget totals $27.9 billion, a net increase of $718 mil-
lion above the fiscal year 2003 enacted appropriation. Within the NIH Budget, re-
search grows much more rapidly, as a result of redirecting one-time project cost sav-
ings into new biomedical research funding. NIH will fund a record number of new
and competing research grants. Advances in scientific knowledge have provided the
foundation for improvement in public health and have led to enhanced health and
quality of life for all Americans. Much of this can be attributed to the ground break-
ing work carried on by, and funded by, the National Institutes of Health. Some addi-
tional highlights of NIH funding include:

—Over $15 billion to fund an expected record number of research project grants
(at lea;st 10,500 for competing grants and a total of approximately 39,500
grants);

—An increase of $25 million for a total of $50 million for pediatric drug use stud-
ies;

—An increase of $50 million for Type 1 diabetes research ($150 million total in
mandatory appropriation); and

—An increase of $25 million for NIH’s new strategic biomedical research “road-
map”.

FIGHTING BIOTERRORISM

Mr. Chairman, as Americans confront the realities of terrorism and hostilities
around us, it is imperative that the Federal Government be prepared to keep our
citizens safe and healthy.

HHS’s $3.6 billion bioterrorism budget substantially expands ongoing medical re-
search, strengthens State and local preparedness and targets investments to protect
our food supply. State and local public health preparedness activities funded by the
Centers for Disease Control and Prevention (CDC) and hospital preparedness efforts
supported by the Health Resources and Services Administration (HRSA) would re-
ceive a total of $1.5 billion. The President’s proposal significantly increases ongoing
biodefense research at the National Institutes of Health (NIH). The budget includes
a total of $1.6 billion for basic research on the biology of microbial agents with bio-
terrorism potential and applied research on the development of new or improved
diagnostics, vaccines, and therapies. We propose increasing support for bioterrorism
education for clinicians by $32 million, for a total of $60 million, to provide incen-
tives for 25 medical and health professions curricula reform projects and provide
continuing education to 65,000 health care providers on the diagnosis, treatment,
and reporting of diseases that can be caused by the intentional release of a biologi-
cal agent. The bioterrorism budget also includes initiatives to improve food safety:
$15.5 million targeted on newly authorized activities, including registration of do-
mestic and foreign food facilities and State grants to improve state food laboratories,
monitoring and inspections; and an additional $5 million for improving information
exchange with State food laboratories on food pathogens.

HHS, in cooperation with the Department of Homeland Security, will spearhead
the development of Project Bioshield. This project, which the President recently an-
nounced, will bring together the scientific and fiscal resources of the United States
government in an innovative effort to develop medical countermeasures against bio-
terror before they are ever needed. Project Bioshield will have three (3) major goals:

—To ensure that sufficient resources are available to procure the next-generation

countermeasures. A guaranteed funding source must be available to enable the
government to purchase vaccines and other therapies as soon as experts believe
they can be made and will be safe and effective, and spur industry investment
in the development of these vaccines/therapies.

—To Accelerate NIH research and development. This involves providing more

ﬂexﬂole contracting process and procurement authorities for critical biodefense
work.
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—To make promising treatments available more quickly for use in emergencies.
This means establishing a new FDA Emergency Use Authorization that would
permit greater flexibility and latitude than the current Investigational New
Drug (IND) authority in the use of promising medical countermeasures that are
under development in emergency situations.

While funding for the next generation countermeasures will be in the new Depart-
ment of Homeland Security (DHS), HHS will provide the scientific direction, and
will be responsible for the actual procurements. Furthermore, HHS will continue to
manage the Strategic National Stockpile and provide the scientific and public health
direction needed to ensure that the pharmaceutical stockpiles include appropriate
amounts of vaccines, other therapeutics and emergency equipment/supplies. New
mandatory funding will also be included in DHS which will ensure that adequate
resources are available to procure new medical countermeasures once sufficient re-
search has been conducted to demonstrate that the products will be proven safe and
effective. A guaranteed funding source must be made available to industry to stimu-
late interest and investment in the development of these products. This authority
would be invoked only if there is no significant commercial market for the products.

HEAD START

Never has there been such a clear commitment on the part of Federal and State
governments to enhance the well being of children and families. Never have we
known so much about what children need for healthy growth and development.
Never have so many programs been focused on meeting these needs of our most vul-
nerable citizens. There are more resources currently available for low-income chil-
dren and families than at any other time in our nation’s history. The President’s
budget continues this commitment with a budget of $6.8 billion to provide 923,000
children Head Start services. However, not all the news is good. Children in Head
Start enter school further ahead than other economically disadvantaged children.
But unfortunately—even after 30 years—Head Start children do not enter school at
the same level as more economically advantaged children.

To strengthen the Head Start program, improve services to low-income children,
and promote the coordination and integration of comprehensive early care and edu-
cation services, President Bush is asking Congress to include in the reauthorization
of the Head Start Act a provision that will allow interested states to include Head
Start in their preschool plans. Under the President’s proposal, states are offered the
opportunity to coordinate preschool programs with Head Start programs in ex-
change for meeting certain accountability requirements. States wishing to partici-
pate must submit a state plan that addresses several fundamental issues concerning
preschool education.

FAITH BASED AND COMMUNITY INITIATIVES

In support of the President’s Faith-Based and Community Initiative, the HHS fis-
cal year 2004 budget supports programs that link faith- and community-based orga-
nizations, State and local governments, and Federal partners to provide effective
substance abuse treatment and positive youth development.

Another important program that helps some of our most vulnerable children is
the Mentoring Children of Prisoners program. We are asking for funds to be in-
creased to a total of $50 million, which would in turn be made available to faith-
based, community-based, state and local governments, tribes, and public organiza-
tions for programs that provide supportive one-on-one relationships with caring
adults to children who are more likely to succumb to substance abuse, gang activity,
early childbearing and delinquency. This down payment will help more than 30,000
adolescent children of prisoners receive guidance, have positive role models, and
give them a fighting chance to succeed.

The President’s budget also proposes $20 million for promotion and support of re-
sponsible fatherhood and healthy marriages. This funding will promote and support
involved, committed, and responsible fatherhood and encourage the formation and
stability of healthy marriages.

In addition, the budget request for the Compassion Capital Fund is $100 million,
an increase of $65 million above the fiscal year 2003 appropriation. These funds
would continue to be used to provide technical assistance to faith- and community-
based organizations to expand and emulate model social programs.

STRENGTHENING AND IMPROVING MEDICARE

Even though Medicare is not under the jurisdiction of this Committee, we are all
aware that our Nation’s Medicare program needs to be modernized and improved
to provide seniors with more choices and better benefits. While we remain stead-



10

fastly committed to ensuring that America’s seniors and individuals with disabilities
can keep their current, traditional Medicare, the President is dedicating $400 billion
over ten years to provide access to subsidized prescription drug coverage, better pri-
vate options for those beneficiaries who want them, full coverage for disease preven-
tion, and better protection from high out-of-pocket costs.

Under the President’s framework, seniors happy with their coverage under tradi-
tional Medicare will be able to keep it, with added protection against high out-of-
pocket drug expenses at no additional premium. Seniors who want better coverage
will be offered the same types of plan choices available to members of Congress and
federal employees. Private plans will be available in each region of the country, in-
cluding rural areas. Plans will provide full coverage of preventive care, protection
against high out-of pocket medical costs, and cost sharing that does not penalize the
sick. Comprehensive, subsidized prescription drug coverage will be available to
those who want it for an additional premium. Low-income seniors will face no pre-
mium for drug coverage and will have only nominal cost-sharing requirements. Sen-
iors who enroll in these plans will maintain the ability to choose any doctor and
any hospital.

Seniors willing to accept a more selective provider panel will be able to enroll in
the same type of low-cost, high-coverage managed care plans available today. These
plans will offer a subsidized, comprehensive drug benefit, as well as all the addi-
tional benefits I just described. Plans can also offer extra benefits and broader cov-
erage.

STRENGTHENING AND IMPROVING MEDICAID AND SCHIP

State Health Care Partnership Allotments

Another of our mandatory initiatives that I would like to briefly highlight is our
plan to strengthen and improve Medicaid and SCHIP. Building on the successes of
the State Children’s Health Insurance Program (SCHIP) and the Health Insurance
Flexibility and Accountability (HIFA) demonstrations have shown in increasing cov-
erage while providing flexibility and reducing the administrative burden on States,
the Administration proposes optional State Health Care Partnership Allotments.
Under this proposal, States would have the option of electing to continue the cur-
rent Medicaid program or to choose partnership allotments. The allotment option
provides States an estimated $12.8 billion over seven years in extra funding over
the expected growth rate in the current Medicaid and SCHIP budgets. If a State
elects the allotments, the federal portion of the SCHIP and Medicaid funding would
be combined and states would receive two individual allotments: one for long-term
care and one for acute care. States would be required to maintain their current lev-
els of spending on Medicaid and SCHIP, but at a lower rate of increase than the
federal allotment.

States electing a partnership allotment would have to continue providing current
mandatory services for mandatory populations. For optional populations and op-
tional services, the increased flexibility of these allotments will allow each State to
tailor its provision of health benefit packages for its low-income residents. Let me
stress that this is an OPTION we are proposing for States.

New Freedom Initiative

Promoting home and community-based care as an alternative to nursing homes
for the elderly and disabled is a priority of this Administration. The New Freedom
initiative represents part of the Administration’s effort to allow Americans with dis-
abilities to be more fully integrated into their communities. Under this initiative,
we are committed to promoting the use of at-home and community-based care as
an alternative to nursing homes. The Administration will invest $350 million in fis-
cal year 2004, and $1.75 billion over 5 years on this important initiative to help sen-
iors and disabled Americans live in the setting that best supports their needs.

Transitional Medicaid Assistance (TMA)

TMA provides health coverage for former welfare recipients after they enter the
workforce. TMA allows families to remain eligible for Medicaid for up to 12 months
after they lose welfare-related Medicaid eligibility due to earnings from work. This
budget proposal would authorize the TMA program for five more years, at a cost
of $400 million in fiscal year 2004, and $2.4 billion over five years. We are also pro-
posing modifications to TMA provisions to simplify it and make it work better in
coordination with private insurance. These modifications cost $20 million in fiscal
year 2004 and $290 million over five years.
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EMPOWERING AMERICA’S FAMILIES

Reauthorization of Temporary Assistance for Needy Families (TANF) and the Child
Care Development Fund

Building on the considerable success of welfare reform in this great Nation, the
President’s fiscal year 2004 budget follows the framework proposed in the fiscal year
2003 request, which includes the reauthorization of TANF. We applaud passage of
H.R. 4 and are committed to working with both the House and the Senate to ensure
the legislation moves quickly and is consistent with the President’s Budget. The
President’s proposal includes five years of funding for the TANF Block Grants to
States, and Tribes; Matching Grants to Territories; and Tribal Work Programs at
current levels. In addition, the Budget proposes to reauthorize state-based absti-
nence education grants for five years at $50 million annually, to further assist with
reducing the number of out-of-wedlock births, reducing the spread of STDs among
teens, and helping teens make healthy life choices.

Increasing Support for Children in Foster Care

In a continuing effort to improve the lives of children who are at risk of abuse
and neglect, this Administration is proposing a child welfare program option that
States can use to improve their child welfare service systems. This plan would allow
States to choose a fixed allocation of funds over a five-year period rather than the
current entitlement funding for the title IV-E Foster Care program. Participating
States would receive their funds in the form of flexible grants which could be used
for a wide array of child welfare-related purposes, such as child abuse and neglect
prevention, maintenance and administrative payments for foster care, child welfare
training, and family support. The flexible funding will allow States to develop inno-
vative ways to ensure the safety, permanency and well-being of children, tailed to
meet the needs of their child welfare populations. States which elect this option and
experience emergencies affecting their foster care systems may access additional
funding from the TANF contingency fund.

The Administration is proposing a nearly $5 billion budget for Foster Care in fis-
cal year 2004, a $90 million increase over last year’s request. Not only will these
funds support a child welfare program option, but they also will be used to provide
payments for maintenance and administrative costs for more than 240,000 children
in foster care each month, as well as payments for training and child welfare data
systems. The President’s budget also requests $200 million for the Foster Care Inde-
pendence Program.

Additionally, the Administration continues its commitment to the Promoting Safe
and Stable Families Program by requesting to $505 million to assist States in co-
ordinating services related to child abuse prevention and family preservation. This
i‘mpolrtant program also promotes adoption and provides post-adoption support to
amilies.

Child Support Enforcement

The President’s fiscal year 2004 budget will build on the considerable success of
the Child Support Enforcement program. Legislation will be proposed to enhance
and expand the existing automated enforcement infrastructure at the Federal and
State level and increase support collected on behalf of children and families. When
combined with the opportunities to increase child support outlined in the President’s
fiscal year 2003 budget (expanded passport denial, offset of certain Social Security
benefits, optional pass through of child support to families on TANF, among others)
these proposals offer an impressive $7.5 billion in increased child support payments
to families over 10 years. The budget also recognizes that healthy families need
more than just financial support and increases resources for the Access and Visita-
tion Program to support and facilitate non-custodial parents’ access to and visitation
of their children.

PRESIDENT’S MANAGEMENT AGENDA

I realize that as we work to improve the heath and well-being of every American
citizen, we also need to improve ourselves. I am committed to improving the man-
agement of the Department of Health and Human Services. The fiscal year 2004
budget supports the President’s Management Agenda and includes cost savings from
consolidating administrative functions; organizational delayering to speed decision
making processes; competitive sourcing; implementation of effective workforce plan-
ning and human capital management strategies; and adoption of other economies
and efficiencies in administrative operations. We have also included savings in infor-
mation technology (IT) which will be realized from ongoing IT consolidation efforts
and spending reductions made possible through the streamlining or elimination of



12

lower priority projects. The IT infrastructure consolidation will further reduce infra-
structure expenditures for several HHS agencies and should be fully implemented
by October 2003.

IMPROVING THE HEALTH AND SAFETY OF OUR NATION

Mr. Chairman, the budget I bring before you today contains many different ele-
ments of a single proposal. What binds these fundamental elements together is the
desire to improve the lives of the American people. All of our proposals, from build-
ing upon the successes of welfare reform to protecting the nation against bioter-
rorism; from increasing access to healthcare, to strengthening Medicare; all these
proposals are put forward with the simple goal of ensuring a safe and healthy Amer-
ica. I know this is a goal we all share, and with your support, we are committed
to achieving it.

Senator SPECTER. Thank you, Mr. Secretary.

Our practice is to have 5-minute rounds, and we will adhere to
that. Obviously, there will be a number of rounds for you because
of the very many issues which are involved here.

SEVERE ACUTE RESPIRATORY SYNDROME

The most immediate concern, among many immediate concerns—
it is hard to put anything ahead of bioterrorism today when the 48-
hour period for President Bush’s ultimatum will expire in just a
few hours. But there is grave concern about the respiratory infec-
tion which has triggered a global health alert, and in an era where
everybody is worried about plots and plans, some speculation has
arisen as to whether this virus might have been planted in China
to see what the results would be. And there is some grave concern
that this could have enormous implications as an infectious dis-
ease.

How serious is it, Mr. Secretary, as a potentially infectious dis-
eaS(id‘t?;hat could present an enormous health threat around the
world?

Secretary THOMPSON. Senator, we are very concerned about it. It
started in Guangdong Province, we think, but we are not sure that
there is actually a continuation of that. But basically we think that
there is a possibility that is where it started. There were 300 cases
there. I have met with the Minister of Health here in Washington
from China. At the beginning he was not as cooperative as we
would like, but subsequently we have been working very closely
with China, with the World Health Organization. In fact, almost on
a daily basis I

Senator SPECTER. Mr. Secretary, what are the details? The re-
ports were that they would not cooperate with us. Is that true?

Secretary THOMPSON. That was true at the beginning, Senator,
but that has subsequently changed and we are now going into
Guangdong Province, as we speak, with CDC people and WHO peo-
ple.

Senator SPECTER. What was the cause for their initial reluctance
to be cooperative?

Secretary THOMPSON. They were in the process of changing their
government. They were also reluctant to have outsiders from the
United States come in and assist them at the beginning. They
thought they had it controlled and did not think they needed any
further help. And those were basically the reasons given to me
when I talked to the Deputy Minister of Health when he appeared
here in Washington about 12 days ago.
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Senator SPECTER. Is there realistically potential for a worldwide
epidemic from this respiratory ailment?

Secretary THOMPSON. There is that possibility. We are not cer-
tain it is a probability, but it is certainly a possibility. It has
showed up now in Hong Kong, Bangkok, Singapore, Sweden, pos-
sibly in Germany, definitely in Canada. We are investigating ap-
proximately 40 cases in the United States. Forty cases were re-
ported. We are looking at 11 cases, but nothing has been con-
firmed. Two scientists in Germany have indicated from nasal
swabs that there is the possibly of the paramyxo virus, but that
has not been confirmed by either WHO laboratories or CDC.

Senator SPECTER. If so, what would that mean?

Secretary THOMPSON. It would mean that it would be a virus
that we could identify and would have some way then to control
and treat it. But so far, we have not been able, Senator Specter,
to make an accurate confirmation from CDC if it is even a virus.
We think it is, but we are not sure, and what virus it is has not
been confirmed. Therefore, until CDC’s laboratories confirm it, we
do not make any kind of speculations as to what this particular dis-
ease is.

Senator SPECTER. To the extent that you can answer this ques-
tion—and it may be impossible to answer—what causes something
like this?

Secretary THOMPSON. We are not sure, Senator. That is one of
the questions that we are still trying to find an answer for.

[The information follows:]

SEVERE ACUTE RESPIRATORY SYNDROME

The cause of Severe Acute Respiratory Syndrome (SARS) is not known at this
time. Some researchers have reported finding paramyxovirus-like particles in res-
piratory specimens from a few cases of SARS. Paramyxovirus is a family of viruses
that cause respiratory infections and childhood illnesses including measles, mumps,
and croup. The Paramyxovirus family also includes a recently identified virus called
metapneumovirus. These are preliminary findings and at this time we cannot say
for certain that a paramyxovirus is the cause of SARS. Some of the paramyxoviruses
that cause respiratory infections are widespread, especially during the winter sea-
son, so it is not unexpected to see them in an upper respiratory specimen. Analysis
of laboratory specimens to identify a cause for SARS is ongoing both by CDC re-
searchers and by researchers from other countries.

Information currently available about SARS indicates that people who appear to
be most at risk are either health care workers taking care of sick people or family
members or household contacts of those who are infected with SARS. That pattern
of transmission is what would typically be expected in a contagious respiratory or
flu-like illness. However, as the investigation continues, we will continue to consider
all possibilities.

Senator SPECTER. Well, it is obviously very difficult to answer
that kind of a question, but that is on everybody’s mind. Is there

any possibly, however remote, that this could be a virus planted as
part of biological warfare?

Secretary THOMPSON. It is certainly possible, Senator. We think
it is very, very doubtful. We think this is some sort of a virus, but
we are not even certain of that.

All T can tell you is that the laboratory scientists and technicians
and analysts at CDC are working around the clock. We have just
received the specimens from Hong Kong late yesterday afternoon.
We needed those specimens. We have got the specimens and the
autopsy report in from Canada. We are reviewing all of those
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things. The scientists are working extremely hard. I meet either in
person or by teleconferences with Dr. Gerberding and the staff at
CDC on a daily basis, and we will have a conference at 9:30 a.m.
tomorrow for an update as to what the scientists were able to ana-
lyze over the evening.

But at this point in time, there is nothing new to report to you,
Senator, but I will be more than happy, this afternoon, when 1 get
the update to call you and Senator Harkin so that you can let the
other members of the committee know what the results are. We
will give you up-to-date information on a daily basis from my office
as to what is transpiring, but right now we do not know for sure
where it really started. We think probably Guangdong Province,
but we are not certain. We are not certain if it is a virus, and as
soon as we do find answers to those questions, I will give you a call
and let you know directly.

Senator SPECTER. Okay.

During your last answer, my red light went on, so I will not ask
another question until the next round.

I would note very briefly that in Pittsburgh recently we see ef-
forts made to get reports from doctors and hospitals to try to see
if there is any pattern of an illness which might portend of a bio-
logical attack, and at a time when there is such anxiety worldwide,
to have this suddenly crop up, it is an avenue which needs to be
explored.

Then we are going to come back in the next round, as far as I
am concerned, to the CDC, a very important agency undergoing
enormous renovations with their laboratory facilities and the budg-
et cuts them at a time when they are an agency of importance sec-
ond to none. But I will await round two.

OPENING STATEMENT OF SENATOR TOM HARKIN

Now my distinguished colleague, Senator Harkin, Democrat of
Towa.

Senator HARKIN. Thank you very much, Mr. Chairman.

Mr. Secretary, thank you very much for your great leadership at
the Department on so many areas.

First, on the budget end, I just want to commend you for your
leadership in putting in the systems change grants. We have talked
about that in the past. You have taken great leadership on that.
This is one where it is going to make a real difference in States
in getting people out of institutions and getting them in the com-
munity. So thank you very much for that and for including these
grants in your budget.

Again, I also want to compliment you on your great emphasis on
prevention in the budget and what you are doing on preventative
health care. I know you personally spearheaded this new emphasis.
I wish we had more dollars in there; I am sure you do too.

But I would just make note that on another committee on which
I sit, the Agriculture Committee, this year we are reauthorizing the
school lunch, school breakfast WIC program, summer feeding pro-
gram. I hope there is a good cross-fertilization between your De-
partment and Agriculture on some of these issues. There is a
blending here, and we need, I think, to start promoting, as you said
in your own budget proposal, healthier lifestyles, cutting down on



15

childhood obesity, getting kids more exercise programs, getting
them learning how to eat right in the beginning. So I guess I am
just making a plea for you to help us as much as you can in an-
other Department——

Secretary THOMPSON. I would love to.

Senator HARKIN [continuing]. Because I think this is a merge
here and we need your help on these matters as we move ahead.

After all those accolades, I will say I am disappointed in the 2.5
percent increase for NIH. I do not know what we are going to do
about that, but that really is not acceptable. We have got to have
a bigger increase in NIH than that 2.5 percent increase.

HEAD START

Lastly, again on Head Start, Mr. Secretary, you have been a
great leader in Head Start. I know your devotion to the program.
I know you have been very supportive of it. For years now, I think
for the 18, 19 years I have been on this committee and on the au-
thorizing committee, there have been at various times proposals to
take Head Start and move it into Education. People think that this
is an education program and we are going to teach kids how to
read. Well, that is a part of Head Start.

But as you have pointed out in your own document statement,
these kids come from low-income families. They do not have the
kind of family support. They do not even have the health support.
Their health matters are usually worse. Their living conditions and
socialization skills are worse. Head Start is something that reaches
into all these areas. So rather than trying to move this to the De-
partment of Education, I think we need to put more emphasis on
Early Head Start, the 0 to 3, and getting more into that area.

So I say to you as a great friend and an admirer of yours, Mr.
Secretary, please go back and tell your boss and the other people
around that there are a number of us here who are not going to
let it be transferred to the Department of Education. It ain’t gonna
happen.

Secretary THOMPSON. I have already said that, Senator.

Senator HARKIN. Okay, well, then tell him you have got backing
up here. It is not going to happen. So we are on your side on that,
and we will do everything we can to support your budget in that
area.

CENTERS FOR DISEASE CONTROL AND PREVENTION INITIATIVE

Lastly, my time is about to run out. I made a statement, but I
guess my question would be getting back to CDC, the Centers for
Disease Control. You have that new $100 million prevention initia-
tive at CDC. Again, I just hope that we can put a lot of emphasis
on that and that we can focus some more attention on building up
CDC. We have done NIH. We got it doubled. We need to keep it
going. The 2.5 percent is too low.

But, Mr. Secretary, I just need your thoughts on CDC and where
we are headed this year in terms of getting them up to speed and
getting the kind of budget that they need both for the prevention,
which you are aimed at, which is good, but also for the public
health aspect that we need in America to build up our public
health infrastructure that I think—well, I do not know if you agree
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or not—I think really went downhill over the last 40 years, and we
need to build it up again. So just your thoughts on that.

Secretary THOMPSON. Thank you so very much. Can I just quick-
ly go through a lot of the points you raise?

Senator HARKIN. Sure.

Secretary THOMPSON. First, on the Freedom Initiative and on the
grants initiative, thank you for your leadership. It is the right
thing to do to keep people in their own home, and I am fully behind
it, enthusiastic, glad we put the extra money in because it is the
right thing to do.

In regards to prevention, $152 billion a year spent on tobacco-re-
lated illnesses. 400,000 people die. $132 billion a year on diabetes.
Seventeen million Americans are diabetic. Sixteen million are pre-
diabetic, and 200,000 people die a year. We have done an exhaus-
tive study in which 60 percent can be prevented if, in fact, we walk
30 minutes a day and lose 10 to 15 pounds.

Senator HARKIN. Can I interrupt you right there, Mr. Secretary?

Secretary THOMPSON. Sure.

Senator HARKIN. A recent study showed that 80 percent of ele-
mentary school kids in America do not even get 1 hour of PE a
week at the schools—80 percent.

Secretary THOMPSON. It is not the right thing to do. And we have
got to get people out—$117 billion on obesity and 300,000 people
die. Senator, we have to do it. Ninty-five percent of the money in
Medicare goes to waiting for people to get sick and then getting
them well, and only 5 percent on preventative health. We need to
put more money into it.

NIH, granted it is 2.5 percent. But the actual research dollars
will be $1.9 billion, or a 7.5 percent increase because we put more
money in fiscal year 2003 into buildings in one-time costs, such as
$250 million in anthrax expenditures, plus the extramural capital
expenditures. So actually we are going to have a 7.5 percent in-
crease in the research. There will be more research grant dollars
than ever before.

On CDC, in regards to preventative health and on State health,
you are absolutely correct. We let it go downbhill.

But thanks to your leadership and that of Senator Specter and
this committee on a bipartisan basis in Congress, we put $1 billion
last year in fiscal year 2002 in building up the State health depart-
ments. And I want to tell you one of my concerns is the States have
only drawn down 19 percent of that money. We got it out there and
the States have only drawn down—we got an additional
$1,418,000,000 to send out this year, and we are in the process of
sending it out. So if you could help me get the State of Iowa to
draw more of their money down and use it, it would be very help-
ful. We need to do it. Plus, we are asking an additional $1.5 billion
for fiscal year 2004 to do it. We have the greatest opportunity, Sen-
ator, to be able to build up local State health departments the way
you envision it, the way I envision it, than we have ever had be-
fore. The money is there. The money is out the door and it has
been allocated. It just has not been drawn down by the States.

Senator HARKIN. Fascinating. Thank you, Mr. Secretary. We will
look into that.

Senator SPECTER. Senator Craig.
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OPENING STATEMENT OF SENATOR LARRY CRAIG

Senator CRAIG. Well, Mr. Chairman, thank you very much.
Mr. Secretary, great to have you with us this morning.
Secretary THOMPSON. Thank you, Senator.

COMMUNITY HEALTH CENTERS

Senator CRAIG. I have some comments and you may want to
react to them much like Senator Harkin, but let me commend you
first for your continued support of community health centers. The
budget proposal takes another positive step toward improving the
health care in rural America. Most of my State still gets the defini-
tion of being rural. And the inclusion of $122 million to provide pri-
mary and preventative health services to nearly 14 million individ-
uals is a great advance, I think, for our Nation’s health centers.

NATIONAL HEALTH SERVICE CORPS

In addition, your focus on the National Health Service Corps I
think would provide much needed scholarship and loan assistance
to additional health care providers in underserved and rural areas.

AGING

I have a fun experience and a unique opportunity now, serving
as the chairman of the Special Committee on Aging. I have got a
great staff. We are doing a lot of exploratory overview of the aging
of America, Mr. Secretary. I must tell you that it is, without ques-
tion, time to modernize and improve Medicare. All of us under-
stand that. The prescription drug item in it is going to be impor-
tant if we can work out our differences.

CHRONIC ILLNESS

But you have talked about the way health care is delivered. We
have got some excellent pilot programs going on at CMS as it re-
lates to managing chronic illnesses. We could literally take all of
those who have that situation, pay for their full health care if they
would simply adhere to the protocols, and we would save billions
and billions of dollars a year in health care costs and certainly in
their ability to conduct and live in society.

OBESITY

But the thing that fascinates me most in this process—and, Sen-
ator Harkin was talking about the growing epidemic of obesity in
this country. We have got 60,000-plus centenarians in our country
today. That is 100 years old or older. With current trends, we are
going to be over 1 million in 60 years. And if we find the cure for
cancer—and we know we are certainly on the threshold of major
breakthroughs—that number skyrockets. Thank goodness, a posi-
tive sign in the lives of Americans.

At the same time, those people are going to be able to live a
great deal better if they exercise and if they have good nutritional
advice and understand the value of nutrition. We have held several
hearings in that area today. It is dramatic what happens in the
senior community as it relates to the cost of health care when they
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simply exercise and eat right. The cost goes down dramatically and
they live longer and they are much healthier.

While we are not teaching our kids to exercise anymore, we know
that most people do exercise better, at least if they are learning to,
in groups. In certainly our seniors we are finding that to be the
case also. They will tend to exercise if they can exercise together.
That is some work we are going to spend a good deal more time
with. But it is something that, clearly, as we look at our health
care delivery systems, we ought to be a lot more interested in pre-
ventative than maintenance. If we can get at that, the costs in-
volved will be dramatic.

I am pleased to see the President’s Disease Preventative Initia-
tive and the support that is going on there. But it is obvious to me
that we have got to modernize our health care delivery system or
that part of it that we are participating in—it is lagging by about
30 years, and it makes good sense to get us active in promoting all
of these things.

I think your budget certainly goes in that direction. It is going
to be a tight budget year. We all understand that. There is a good
deal more we would like to do, but this is probably a year when
we will not be able to do all we would want to do. I am quite sure
Americans will agree if we are in a time of war and we have cer-
tain responsibilities there, there is going to have to be an under-
standing of allocation.

But I thank you very much, and I am pleased to see the direction
we are headed in.

Secretary THOMPSON. Senator Craig, thank you so very much for
your comments. I appreciate them tremendously and I can only say
that I want to work with you on all of the subjects. Community
health centers, absolutely doing an awesome job. They are serving
the underinsured and the uninsured and a lot of minorities. We are
expanding them thanks to the cooperation on a bipartisan basis.
We are very appreciative of that support.

The National Health Service Corps. Very important to get doc-
tors graduated, get them out into underserved areas like your State
and my State and the States of the members on this committee. I
want to work with you on that. It is something that we need to do
more of.

Medicare-strengthening and prescription drug coverage. Abso-
lutely vital this year. You have certainly heard about the trustees’
report. Certainly I was very concerned when we met this past Mon-
day. Medicare is going to stop having a surplus in the year 2013,
3 years sooner than it was before. This is going to cause all kinds
of problems. It will be absolutely broke by the year 2026, 4 years
earlier than it was estimated last year. So it is accelerating, and
that means that at the present time, 2 percent of the dollars that
go into the budget come from loans from Social Security and Medi-
care. It will no longer happen after fiscal year 2009. A big concern
of the Congress and of mine.

Medicaid needs to be improved and strengthened, and that is
what we are trying to do with the new Medicaid proposal.

In regards to the individuals that are living longer, there is no
question about that. The demographics show that we must start
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addressing that issue—and I do not think we have done a very
good job in the past.

Senator CRAIG. I agree.

Secretary THOMPSON. And I thank you so very much for taking
the leadership in this area.

We have got to find ways in which we can get some tax credits
for people to purchase long-term insurance. We have to get more
people involved. We have to figure out a way to get tax credits, I
think, for individuals who start leading healthier lifestyles. It is
going to be very difficult and complex, but it is something that I
think we should do.

I am setting up a summit with the National Institutes of Health
and the University of North Carolina Medical School in which we
are going to have a summit of health insurance companies, of fast
food industries and businesses, as well as individual organizations
around the America to talk about preventative health and how we
might be able to work together in America to start changing life-
styles. That is why the $125 million is the request in there from
my Department, from me personally because I really believe that
this is something we have to do.

Unless we start exercising, unless we start eating properly and
losing some weight, we are going to continue to cause a tremendous
rupture in the health care delivery system because $152 billion a
year on tobacco-related illnesses, $132 billion on diabetes, $117 bil-
lion on obesity, all of these can be changed dramatically by watch-
ing what we eat and exercising. That is why the $125 million is
going to be put out there.

We are going to try and declare certain cities “healthy cities” and
have them vie for it. They have to show a reduction in asthma and
diabetes. They have to show that they are improving their walking
trails for families in their communities. I think it is going to be a
very well thought and well received program. I have talked to the
League of Cities across America. They have been very supportive
of it because they can see what it would mean to their city if they
are designated as a healthy city.

I think that these are the kinds of things that we can work to-
gether on a bipartisan basis and really improve the quality of
health, hold down on dollar amounts because we are spending so
much on waiting for people to get sick and then trying to get them
well when we could spend a lot less and keep people healthier and
lead a better quality of life for all Americans.

So I thank you and want to work with you on these particular
subjects, and we will, hopefully, be able to start programs that are
really going to accomplish these objectives.

Senator CRAIG. Well, Mr. Secretary, thank you for those com-
ments. I find it ironic, as we have worked over the last several dec-
ades to take fat out of our diet, that we created an obesity epi-
demic.

Secretary THOMPSON. We really have.

Senator CRAIG. I think we better revisit our nutritional patterns.

Thank you.

Secretary THOMPSON. Thank you very much. I put the whole De-
partment of Health and Human Services on a diet and I want to
tell you that we are doing well.
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Senator CRAIG. Good.
Senator SPECTER. Senator Landrieu.

OPENING STATEMENT OF SENATOR MARY L. LANDRIEU

Senator LANDRIEU. Thank you, Mr. Chairman.

Let me just begin by welcoming you, Mr. Secretary, and I look
forward to working with you on many of the issues that we have
worked well together on in the past and look forward to some more
progress in adoption and foster care and Head Start, early child-
hood education, et cetera.

TAX CUTS

But just a couple of comments. I agree with the Senator from
Idaho about the sacrifices that we need to make at this particular
time with the war looming and with great challenges on the home
front. But I would hope that those sacrifices could be equally
shared and not borne disproportionately by the poor children of
this country and by the vulnerable elderly. So when sacrifices have
to be made, I hope perhaps some tax cuts for certain segments
could be postponed or put on hold while we make sure that we are
covering the essential services to poor children and their families
so that the sacrifices made do not fall disproportionately on just
those in uniform and their families and the poor children and the
vulnerable seniors. So that is going to be a major debate as we
frame the budget that you are able to operate.

Second, with the modest increase that you are given, you have
got quite a challenge before you in terms of meeting the challenges
that you have just stated in answering many of the questions: med-
ical, Medicare, the obesity issue, substance abuse, the number of
children in foster care, the health care system that you could claim
in some ways is in a crisis situation because we are not particu-
larly geared right now to handle just the regular medical chal-
lenges of this Nation, but the bioterrorism challenges, which of
course is homeland defense, but nonetheless important.

FOSTER CARE

But let me, having just opened with that, ask you a couple of
questions about your budget. I noticed with great interest your
comments, although they were brief in the budget, about an “alter-
native funding system for foster care.” Would you just take a mo-
ment to maybe elaborate on some of your ideas regarding more
flexibility in the foster care system in that we are spending I think
somewhere, including the State portion, about $8 billion trying to—
I do not know how you describe what we are trying to do. I guess
we are trying to keep families together, but when they cannot be
kept together, promote adoption. In the meanwhile, we support the
sort of temporary foster care system that in my mind has gotten
quite expensive.

I think that there would be ways to actually do a better job serv-
icing our families, saving children, promoting adoption for maybe
less money if we could rethink the way this funding stream is put
together. So could you just give a brief—and I want to just give a
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{)ninute to this if you could about what some of your thoughts might
e.

Secretary THOMPSON. I certainly will try, Senator Landrieu.

First off, let me thank you for your leadership in this area be-
cause you have definitely been a leader on adoption and foster care,
and it is well recognized. And I want to work with you. Senator
Clinton and Congressman——

Senator LANDRIEU. DeLay.

Secretary THOMPSON [continuing]. Tom DeLay have contacted me
and want to work with me on this, and I would appreciate you also
working with me on it.

Right now, as you probably know, the foster care system is some-
what arcane in that you can only use the Federal 4(e) dollars in
foster care for children who are defined under the old AFDC for-
mula, which was eliminated in 1996. So you have to go back and
compute the children under that formula, which is no longer in ex-
istence, and you can only use the Federal dollars for that and then
you can only use the Federal dollars after the family has broken
up or has caused problems and the child is removed and placed in
a temporary foster home.

We think we should be able to spend the money, hopefully, at the
preventive stage. I am big on this prevention because I think that
is where we need to go as a Government, is to start preventing
things before they happen. If we could use some of the Federal dol-
lars in a preventative stage, on a voluntary basis, I think we could
cause a lot better outcome. I think the families could stay together.
The children could stay in the families instead of being removed
and going into the foster care system. That is the thrust of our pro-
posal and that is the alternative funding, is to go into the preventa-
tive stage on a voluntary basis. It would not be mandatory. It
would be a voluntary thing.

We are hopeful that we are going to be able to get bipartisan
support on this. It appears that the Governors are very supportive
so far, and it appears that we are getting bipartisan support. I
would certainly solicit your support in this as well.

Senator LANDRIEU. I look forward to working with you. I have
got one more question, but I want to just encourage you along that
line because with the new legislation that has been supported on
a bipartisan basis to really promote unification where possible, but
then move quickly to adoption when it is not, and focus also on the
preventive aspects, which is substance abuse treatment for some of
these families that, if treated, could potentially continue to raise
their children and do a good job. So I really encourage you and look
forward to working with you.

HEAD START

But my second point would be on Head Start. I would say to the
chairman and the ranking member while there are disagreements
right now or different views, I should say, about this program, I
hope that we would not establish victory for either side as to
whether it stays in the Department of Education or just stays in
the Department of Health and Human Services. That should not be
what we decide is victory. What victory should be is having an
early childhood education program in this Nation that is up to the
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task of getting children basically ready to learn when they hit that
kindergarten door.

That is going to take a combination of efforts, Mr. Secretary, as
you know, combining the resources of the cities, the States, of the
Department of Health and Human Services, and the Department
of Education. So I would like to really think about using this not
to create a fight between agencies, but use it as an opportunity to
really strengthen a signature program that could have a dramatic
impact, Mr. Secretary, if we do it right, on all the things that you
outlined and could be a tremendous legacy for you and for your ad-
ministration to get that in place.

So I look forward to working with you and the members of this
committee to fund the reform efforts that you put down. Thank
you.

Secretary THOMPSON. Senator Landrieu, thank you so very much
for your comments, but thank you so very much for your willing-
ness to help on this Heat Start. I could not agree more enthusiasti-
cally with what you want to have as the outcome. If we can develop
a better program—that is why you are in Government. That is why
I am in the administration. We should work for that. I am con-
fident that Secretary Paige and I will work on a collaborative basis
with you. Any suggestions you might have on how to improve the
program I will take very seriously I know, and I know Secretary
Paige will.

I think we can develop a much better program. What we are try-
ing to do is allowing for the States to be able to integrate their
early childhood dollars, because I think really there is a disconnect
there. And I would like to be able, on a voluntary basis, to allow
Governors to have more involvement in the early childhood stages.

Second, I would like to put a lot more emphasis on the earliest
childhood, the 0 to 3. That is where we really need to put some
more emphasis. And I know you agree with that, and I thank you
so very much.

OPENING STATEMENT OF SENATOR HERB KOHL

Senator SPECTER. Senator Kohl, your timing is impeccable. You
arrived just in time for your round of questions.

ABUSE AND NEGLECT IN LONG-TERM CARE FACILITIES

Senator KOHL. Thank you, Senator Specter.

Welcome, Mr. Secretary. Mr. Secretary, at last year’s hearing we
talked about how important it is to make sure that State survey
agencies and ombudsmen have enough funding so they can inspect
nursing homes and other long-term care facilities, also to inves-
tigate complaints of abuse and neglect.

As you know, every year I have worked hard to increase funding
for these programs, and so I was disappointed to see that the Presi-
dent’s budget for this year actually cut survey funding by $6 mil-
lion from 2003 levels that we just enacted, and it flat-lines the om-
budsmen funding.

I cannot imagine how we can cut these programs when abuse
and neglect complaints jumped by nearly 14 percent least year. So
to me it is clear that we need an increase and certainly not a de-
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crease in our efforts to make sure that all patients in long-term
care are safe.

So I ask you, how can we expect States and ombudsmen to carry
out these critical duties if we cut their funding, and can we do
something about it?

Secretary THOMPSON. Senator Kohl, thank you so very much and
thank you for your leadership in this area. As you know, when you
and I worked together in the State of Wisconsin, we got a manda-
tory proposal through, and I think it is probably one of the best
laws in the country in regards to that. I know it was signed into
law, and I know you were very supportive of that.

Senator KOHL. Very much so.

Secretary THOMPSON. You know that I agree with you.

Second, it was not a cut, when we introduced it, Senator. The
problem was when we introduced the budget, the Congress had not
passed the fiscal year 2003 appropriation, and you were very suc-
cessful in getting additional money put in. So our budget was in
when the fiscal year 2003 budget was in, which increased it by $6
million, which we had level funded it. We had not cut it. We had
level-funded it from the year before.

Third, it was a tough budget. This is one of the items I had ap-
pealed, but I lost on the appeal to OMB. I understand your con-
cern. I just want to work with you to build the best surveillance
as we possibly can.

As you probably know, we have started nursing home quality
standards, and we started an experimental program with six
States. Now it is national. And it is working out very well. The
nursing home industry has bought into it, and we are now on the
CMS web page. We are able to allow people to look at the compari-
sons of nursing homes within their State so that they can find out
which nursing homes are doing the best job in various areas. This
is also something I am sure you would approve of. These are the
things that we are trying to do to improve the quality in our nurs-
ing homes for our senior citizens.

Senator KOHL. I know how much you care about the issue and
I know that we will be able to continue working on it.

One other question in this area. As you know, Mr. Secretary,
over the years Congress has held many hearings on abuse in nurs-
ing homes and we heard stories from people about patients being
beaten, raped, and even killed by employees who are supposed to
be caring for them. We know that the vast majority of nursing
home workers do a very good job, but as we know, it only takes
a few to corrupt a whole system.

I have introduced legislation to create a national registry of abu-
sive workers and require FBI criminal background checks before
hiring. The bill is supported by patient advocates, as well as the
nursing home industry. As we debate Medicare reform this year,
we will hear a lot of ideas about what exactly reform means. But
it seems to me at the very least one of the most important reforms
we should pass is to ensure the basic safety of those who are al-
ready in nursing homes and already covered by Medicare. Nursing
homes receive more than $11 billion in Medicare funding in 2001,
and I believe we have an obligation to make sure that these dollars
are well spent.
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So will the administration support legislation to get a national
registry of potential nursing home employees and will the adminis-
tration, will you, work with me and others to get it passed this
year?

Secretary THOMPSON. As you know, I worked with you when we
got it passed in State of Wisconsin, and I will continue to work
with you, Senator. I think it is the right thing and I hope that we
can get it done.

Senator KoHL. I thank you so much. It is good to see you.

Secretary THOMPSON. It is always a pleasure.

Are the Bucks going to make it?

Senator KOHL. It is going to be tough.

Secretary THOMPSON. Well, let us do a little bit more in that area
too, Senator.

Senator KOHL. Well, I will but I want to assure you, Governor,
it is not because I am not paying them enough.

Secretary THOMPSON. I know that, Senator. Let us just hope they
make it to the playoffs.

Senator KoHL. All right.

Senator SPECTER. Senator Gregg, like Senator Kohl, your timing
is impeccable. You arrived just in time for your round of ques-
tioning.

OPENING STATEMENT OF SENATOR JUDD GREGG

Senator GREGG. Well, I appreciate that. Unfortunately, I have to
head off to carry the Secretary’s water at the markup that I am
starting on bioshield, respite care, and a variety of other things he
sent to us to do. So my only question would be to the Secretary—
well, I am going to reserve my questions because it will take too
long to answer, and I would have to leave in the middle of the an-
swer. But it is a pleasure to see the Secretary here and I look for-
ward to continuing to work with him.

Secretary THOMPSON. Thank you, Senator Gregg, for your tre-
mendous support on the smallpox and bioshield initiatives. And
thank you for coming over and viewing the Department’s new com-
munications center. I extended that invitation to all members. I
would like to have them come over because I think you would at-
test that it is one of the most modern in the Government.

Senator GREGG. An extremely impressive facility. I think it could
be of value to every Senator to have a chance to look at it and see
the resources there.

CENTERS FOR DISEASE CONTROL AND PREVENTION

Senator SPECTER. Secretary Thompson, on my first round I was
focused on what the CDC was doing on the China virus, and the
very broad responsibilities which CDC has on bioterrorism. But I
note that CDC has been cut by $160 million on their overall budget
and $152 million on CDC’s buildings and facilities.

Starting first with the $160 million cut, is that wise, appropriate
in the context where we consistently call on the CDC to do more,
illustrated by the current Chinese virus?

Secretary THOMPSON. The CDC budget, Senator, as you know, is
very important to you. It is very important to me. It is very impor-
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tant to our country. During the process of give and take with OMB,
you are given so much money. You try and do the best job possible.

In regards to the building program, I requested $250 million,
which was sort of the glide path in order to get——

Senator SPECTER. You are talking on the building program now?

Secretary THOMPSON. Yes.

Senator SPECTER. I am about to come to that. The building pro-
gram has been cut by $152 million.

Secretary THOMPSON. $152 million out of the $250 million.

Senator SPECTER. The facilities had been in a longstanding state
of disrepair which had not been focused on by your predecessors
until members of this committee went down and took a look. You
know that story.

Secretary THOMPSON. I know it very well.

Senator SPECTER. We had an emergency appropriation that year,
about 3 years ago, of $170 million, and we added $250 million and
$250 million. We have had very vociferous complaints from the
community which is really up in arms. When I was there, I saw
distinguished scientists with desks in the halls—you know about
that—and very important chemical substances unprotected,
unsafeguarded. When was the last time you saw the CDC, Mr. Sec-
retary?

Secretary THOMPSON. I go to the CDC about every 6 months. 1
am going down there again

Senator SPECTER. Well, how was it when you saw it last? Are the
conditions still pretty bad?

Secretary THOMPSON. Conditions are improving. We are making
a lot of progress. We still have a long ways to go.

Senator SPECTER. They are improving, but are they still pretty
bad?

Secretary THOMPSON. The laboratories should be finished up this
year, and that was our highest concern. Our laboratories, as well
as for the security of them. That has come along very nicely, but
there are some other buildings.

The problem is we have three campuses, and we have 24 other
buildings that we are renting around the City of Atlanta. It really
causes a disconnect. There is not the synergism that we could have
if we could relocate those 24 buildings on campus and have the
building program go.

I understand your position, Senator. Oz Nelson and Bernie
Marcus have been leaders down there, and I think they met with
you yesterday. They have talked to me. I talk to them on a very
regular basis. We are trying to get $250 million which was the
glide path

Senator SPECTER. Well, I hope you talk to them as regularly as
they call me.

Secretary THOMPSON. Well, I am sure they probably call you
more.

Senator SPECTER. I'm going to give WATS line with those folks.

But we ask them to do so much.

My time is close to expiring, and I want to stick to the time lim-
its here.
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NATIONAL INSTITUTES OF HEALTH FUNDING

CDC is tied very closely with the NIH funding, and the NIH
funding—you know what this subcommittee has done. When you
present a budget like this to us, Mr. Secretary, you really leave us
in a position of adding to the CDC and adding to the NIH and tak-
ing away from other programs. And I know your problems with
OMB, but I suggest to you there has to be a tougher level of advo-
cacy on these lines.

The subcommittee would like to know how many grants have
been awarded by NIH, what will happen with the flow of grants
when the increase is only a figure of $673 million. I will ask as the
final question before my red light goes on, why does the adminis-
tration request only $673 million for NIH when last year it was
$3.7 billion?

Secretary THOMPSON. First off, Senator, I do not know how I
could be a stronger advocate than what I have been in the past.

Senator SPECTER. Well, you can take over OMB, Mr. Secretary.

Secretary THOMPSON. Well, I suppose I could, but I was not
asked to do that, Senator, and I do not think they are going to ask
me to do it either.

I am a strong advocate. I am passionate about it. And I thank
you for you passion because it has been yours and Senator Harkin’s
and members’ of this committee that have been able to do it.

In regards to NIH funding, it is a 2.5 percent increase over what
the fiscal year 2003 request was, but——

Senator SPECTER. How do you figure a 2.5 percent increase? Do
you have a different slide rule than I do?

Secretary THOMPSON. No, I do not. Subsequent to the introduc-
tion of our budget, Congress passed the fiscal year 2003 appropria-
tion bill which increased the amount of money over and above what
we had requested. Therefore, instead of a 2.6, it was about a 1.6
percent increase over what you appropriated. But what we put in
over what was in the fiscal year 2002, it is a 2.6 percent increase.
That is the difference.

In regards to that, there was $250 million put in for the pur-
chase of anthrax which is no longer there. That has been pur-
chased. There was a one-time capital cost in the NIH budget for
building laboratories at Fort Detrick and also on the campus, and
also the remodeling of a laboratory in Montana. Those things have
been done. There was approximately $375 million put in for capital
improvements on campuses, on universities for bioterrorism labora-
tory advancements, as well as other things. Those were one-time
costs. When they are taken out, you add that back into the re-
search. Those one-time dollars will no longer be going for the ex-
penditure of anthrax and for capital costs. They will be going back
into research. So the total amount of money going for research over
last year will be $1.9 billion, or a 7.5 percent increase, which will
allow us to send out more grants and more dollars than ever be-
fore. And that is just how it works out, Senator.

Senator SPECTER. Senator Harkin.

Senator HARKIN. Thank you, Mr. Chairman.
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Mr. Secretary, I am shifting a little bit here. I just again wanted
to focus on this new Freedom Initiative, the disability grants,
which I compliment you for moving ahead on that.

There are enough people who want to ask questions. Why do I
not write you a letter on this and discuss this with you? I am con-
cerned about what happens after the first year. You have got these
grants in there for the first year. What happens after that? I mean,
they cannot just drop off a cliff someplace. And there is a match
there for that first year. Then after that, we do not know. So I am
greatly concerned that States may go into this, and then after the
first year, they have nothing. And I do not know what the plan is
for that. But maybe I should write you. Maybe you could respond
to me on that basis.

[The information follows:]

NEW FREEDOM INITIATIVE

There are several components to the New Freedom Initiative proposal, the fol-
lowing are items with fiscal impact in the fiscal year 2004 and beyond (many of
these demonstrations were also proposed in the President’s fiscal year 2003 Budget):

—Medicaid Spousal Exemption.—$95 million over five years, with $16 million pro-
posed for fiscal year 2004. This proposal would give States the option to con-
tinue Medicaid eligibility for spouses of disabled individuals who return to
work. Under current law, individuals with disabilities might be discouraged
from returning to work because the income they earn could jeopardize their
spouse’s Medicaid eligibility. This proposal would extend to the spouse the same
Medicaid coverage protection now offered to the disabled worker.

—New Freedom Initiative Demonstrations.—$220 million over 5 years, with $11
million proposed for fiscal year 2004. This initiative would fund four demonstra-
tions that promote home and community-based care alternatives. Two of the
demonstrations provide respite care services for adults and substantially dis-
abled children. Another demonstration provides community-based care alter-
natives for children who are currently residing in psychiatric residential treat-
ment facilities. The President proposed these demonstrations for fiscal year
2003. Also included is $3 million in discretionary spending for the CMS Re-
search and Demonstrations Budget that will fund the Direct Service Worker
National Demonstration.

—“Money Follows the Individual” Rebalancing Demonstration.—$1.75 billion over
5 years, with $350 million proposed for fiscal year 2004. This 5-year demonstra-
tion would finance Medicaid services for individuals who transition from institu-
tions to the community. Federal grant funds would pay the full cost of home
and community-based waiver services for 1 year, after which the participating
States would agree to continue care at the regular Medicaid matching rate. This
demonstration would also provide incentives to States for increased use of home
and community-based services and would help provide information on costs of
different approaches.

The fiscal year 2004 budget will also include $40 million for “Systems Change

Grants” to support States in their planning to create new systems to support people
with disabilities in the community instead of in institutions.

Secretary THOMPSON. Senator, I really think that the evidence is
going to show that this is the right thing to do. I think that you
have recognized that for many years and have been pushing for
this thing. It is something I did when I was in Wisconsin. I moved
people from nursing homes and left them in their own homes.

Senator HARKIN. I am aware of that.

Secretary THOMPSON. Also, for the disabled community, we did
the same thing. It is so much better—a quality of life issue—that
I just do not think, once you start down this path, that you would
ever be able to stop it. I think the advocates, I think the Senators
like you, Senator Harkin, and I think the administration have
made a commitment, and I think they have made a commitment
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to the community and I think we are going to stand by that. As
long as I am here, I know I am going to be pushing for it, and I
know I am going to have your support in order to accomplish that.
Senator HARKIN. Thank you, Mr. Secretary.
Senator SPECTER. Senator Craig.
Senator CRAIG. Mr. Chairman, I have no further questions.
Senator SPECTER. Senator Landrieu.

SUBSTANCE ABUSE

Senator LANDRIEU. Yes. Mr. Secretary, let me just follow up with
our substance abuse focus, if we could, because as you know, the
record speaks clearly about the reason that I think maybe 70 to 80
percent of children in foster care are there because a parent or both
parents have a serious substance abuse problem. I do not have to
share with you the statistics about our prisons being full of people
who have substance abuse problems and for whatever reason—not
that those reasons are excused—turn to a life of crime, et cetera.
My point being that since we spend I think $30,000 or $40,000 per
year to incarcerate someone, it would seem to me that one of the
smartest investments we could make as a nation is trying to find
and continuing to pursue, even though it is difficult, a very effec-
tive remedy or program for substance abuse.

Your budget here, the block grant that we provide to our States,
provides treatment services to 400,000 people. Do we know how
many people in the country are suffering from substance abuse
that could potentially be helped by a block grant like this? Do we
have a figure that we are shooting for?

Secretary THOMPSON. I am sure we do, but I do not have it at
the tip of my——

Senator LANDRIEU. Could anyone on your staff share with us? Do
we know what the universe is that we are dealing with?

Secretary THOMPSON. I know we have that information. I will get
it for you, Senator Landrieu.

Senator LANDRIEU. Because I think it is huge.

Secretary THOMPSON. It is.

Senator LANDRIEU. I think it is millions and millions and mil-
lions of people that are suffering from substance abuse. And I point
out to the committee and to the chairman that the block grant only
provides for services for 400,000 people in the country. So we are
just woefully short in that line item. So if you could provide for me
the universe that we have at least identified as the numbers of peo-
ple who have serious substance abuse—you know, chronic—I would
just ask.

Secretary THOMPSON. We will get that information for you.

[The information follows:]

PRESIDENT’S DRUG TREATMENT INITIATIVE

In fiscal year 2004, we are requesting a total of $2.6 billion for the President’s
Drug Treatment Initiative to provide drug treatment services to approximately to
725,000 individuals, an increase of 135,000 individuals over fiscal year 2003. We are
requesting an increase of $31 million for the Substance Abuse Prevention and Treat-
ment Block Grant and $200 million for a new voucher program, Access to Recovery,
to increase treatment options and expand access to services to 100,000 individuals,
including services provided by faith-based organizations.

We believe that these increases in substance abuse treatment will help us reach
those people who need treatment. According to the 2001 National Household Survey
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on Drug Abuse, 5 million people needed but did not receive treatment in 2001. Of
this 5 million people, an estimated 377,000 reported that they felt they needed
treatment for their drug problem. This includes an estimated 101,000 who reported
that they made an effort but were unable to get treatment and 276,000 who re-
ported making no effort to get treatment.

Senator LANDRIEU. And then try to provide me, if you would, in
your opinion what are the one or two or three most effective either
statewide or regional programs. And by effective, I mean a record,
an objective record, of people entering the program with problems,
exiting the program cured, which is I know very difficult. Because
if we could identify some of those effective programs, I would like
to work with you on moving some of the money out of corrections
and out of foster care and into drug abuse treatment and preven-
tion so as to save this Government a tremendous amount of money
and, needless to say, a lot of heartache in the process. So if you
could provide that for me.

[The information follows:]

SUBSTANCE ABUSE PROGRAMS

Numerous studies have shown substance abuse treatment to be effective in reduc-
ing substance use, crime, and infectious diseases, while increasing employment and
social functioning. For example, in Louisiana, the Department of Health and Hos-
pitals, Office for Addictive Disorders administers substance abuse prevention and
treatment services in 10 regions throughout the State. The Office for Addictive Dis-
orders requires substance abuse treatment programs to screen, assess, and place in-
dividuals in need of substance abuse treatment using standardized assessment in-
struments such as The Diagnostic and Statistical Manual (DSM-IV-R) of Mental
Disorders, the Addiction Severity Index, 5th Edition, and the Patient Placement Cri-
teria for the Treatment of Substance Related Disorders, 2nd Edition Revised. The
appropriate assessment and placement of individuals in need of substance abuse
treatment is critically important to the desired treatment outcomes of achieving and
maintaining abstinence and recovery.

The Office for Addictive Disorders has identified two exemplary programs:

1. Rainbow Social Detoxification, Alexandria, Louisiana (Region VI)

The program reported: 98.5 percent occupancy rate for the last calendar year; 63
percent of clients admitted showed improvement in the first two quarters of the cur-
rent fiscal year according to exit data; and 78 percent of the clients completed the
treatment program in the last fiscal year.

2. Infinity Women With Dependent Residential Program, New Orleans, Louisiana
(Region I)

This is a collaborative effort between the Office for Addictive Disorders and the
Office of Family Support utilizing TANF funding to provide substance abuse treat-
ment to women and their children.

Of the women who completed treatment: (1) 100 percent are enrolled in school or
employed at 1-month follow-up post discharge; (2) 100 percent reported a reduction
in drug/alcohol usage at 1-month follow-up post discharge; 92 percent of the children
ages 0-5 demonstrated improvement in their developmental assessments from ad-
mission to discharge; and 53 percent of school aged children demonstrated improved
academic performance admission to discharge.

Additionally, the following programs have reported promising treatment outcomes
for their respective targeted population in need of substance abuse treatment.

City of Boise Collaborative Methamphetamine Treatment Services Project, Boise,
Idaho

Target population: The target population for this SAMHSA-funded project is
adults ages 18 and up, methamphetamine users, male and female, and their fami-
lies in Boise and the surrounding community of Ada County. The project will serve
between 50-75 clients per year.

Outcomes: The project is estimating that a minimum of 75 percent of all clients
admitted will graduate from the treatment program with client outcomes similar to
those of other comparable Matrix model programs in relation to being drug free, em-
ployed, or engaged in productive activity; living in a permanent place within the
community; and having little or no involvement with the criminal justice system.
After fiscal year 2003, the project will determine the program’s impact on the fol-
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lowing: (a) decreased crime, arrest, convictions, and incarcerations; (b) decreased
emergency room/medical/hospital visits; (c) decreased foster care placements; and (d)
reduced health and social costs from associated drug use.

The Pinal Hispanic Council Adolescent Treatment Project, Eloy, Arizona

Target population: The target population for this Substance Abuse Prevention and
Treatment block grant-funded project are Chicano, American Indian, and African
American adolescent males and females between the ages of 10-18.

Outcomes: Pinal Hispanic Council receives Federal and State funds and is a
multiethnic, adolescent treatment improvement project which provides comprehen-
sive substance abuse treatment services to a tri-county rural community in southern
Arizona. Their main office, located in Eloy, is “Centro de Ayuda” (Help Center) and
two satellite offices, “Centro de Unidad” (Unity Center) are located in Coolidge and
Casa Grande. The program receives the majority of its patients from the various
public schools, families, and the juvenile justice department. The drugs of choice are
primarily alcohol, methamphetamine, inhalants, marijuana, and crack cocaine. A
home-based approach to treatment is used and a bilingual multi-cultural staff en-
sures cultural sensitivity. Approximately 85 percent of the 48 clients completed
treatment in the last fiscal year. This program is a model for both delivering serv-
ices in a rural community and in coalition building in a rural community.

Secretary THOMPSON. Senator, thank you so very much. You
know we have also put in this new program for mentoring and
counseling children of prisoners because they are going to get out
and we want to be able to try to get them reintegrated back in the
family if it is possible and if there is not going to be any kind of
spousal abuse or anything like this. This is a program that we
think will be very effective. But there are many demonstration pro-
grams out there that we would certainly like to work with you on
and see if we could make it a national program.

Senator LANDRIEU. And the reason that I bring that up, is be-
cause I think the public has a sense that there are no cures or that
they are so difficult, people just throw their hands up and say what
is the use of funding it, it does not work. So what we have to do
is give people hope that there are, in fact, effective programs that
do work, that can be put into place, and that we can really make
a serious advancement here on this particular subject. So, thank
you.

One other thing for the record. If you could supply me with the
grants that either universities or scientists, doctors, physicians, the
medical infrastructure in Louisiana has received from NIH, I would
appreciate that. I know that there are records to that effect, and
if your staff could get that for me, that would be very helpful.

Secretary THOMPSON. For all the universities——

Senator LANDRIEU. For all universities in Louisiana in the last
3 years.

Secretary THOMPSON. From NIH?

Senator LANDRIEU. From NIH. Thank you.

Secretary THOMPSON. I would be more than happy to. And if you
do not get it within 10 days, call me. Will you please?

[The information follows:]

NIH GRANTS AND CONTRACTS AWARDED FOR THE STATE OF LOUISIANA

A list of all NIH grants and contracts awarded to recipients in the State of Lou-
isiana for the past 3 years is being provided under separate cover. In summary, NITH
made 334 grant and contract awards for $78.6 million to recipients in Louisiana in
fiscal year 2000; 324 awards for $85.8 million in fiscal year 2001; and 344 awards
for $117.5 million in fiscal year 2002—a dollar increase of more than 49 percent
over fiscal year 2000.
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BIOTERRRORISM

Senator SPECTER. Mr. Secretary, coming back to the bioter-
rorism, the budget has a figure of $3.6 billion. How is help going
to be given to the States on dealing with bioterrorism? I have trav-
eled my State. I know my colleagues have traveled their States.
But there are no funds which are being devoted. The University of
Pittsburgh Medical Center, for example, has a very elaborate sys-
tem where they have plans to bring people in in the event of bioter-
rorism attack, showers, quarantines, response to anthrax or small-
pox or whatever else may occur. But what is being done about dis-
tributing funds from the Federal Government to the States?

Secretary THOMPSON. Last year, Senator, we had $918 million
that we could send out for the State departments and local health
departments and communities for biopreparedness. And we had an
additional $125 million that was sent out for hospitals in order to
find ways in which they might be able to expand their surge capac-
ity, and that was distributed on a formula throughout all of the
States in America.

But in addition to that, we asked them to make some planning
because we knew that we were going to ask for some additional
money in fiscal year 2003, which is $518 million, which has been
appropriated, less a reduction, I think, of about 1 percent in the ap-
propriation language. So there is $518 million, less that reduction
for balancing the budget, that is going to be sent out to the hos-
pitals based upon their plans.

Senator SPECTER. How much money is that again?

Secretary THOMPSON. $518 million.

Senator SPECTER. Is that remotely enough?

Secretary THOMPSON. We are expecting that to be replicated
again this year in fiscal year 2004 and fiscal year

Senator SPECTER. Do you have an estimate on how much money
it will take?

Secretary THOMPSON. We have lots of estimates, but I cannot tell
y}(l)u off the top of my head right now exactly. I know it is a lot more
than——

Senator SPECTER. Could you provide for us what it will cost? It
seems to me that to adequately prepare the hospitals in America
for bioterrorism is a gigantic figure. I know you are working on it.
But would you provide for the subcommittee what it is?

Secretary THOMPSON. Sure, absolutely.

[The information follows:]

BIOTERRORISM

We are providing $518 million, roughly the full authorization level in Section
319C-1 of the Public Health Service Act, to improve and expand the capacity of our
Nation’s hospitals to respond to biological, chemical, and radiological terrorist at-
tacks and situations involving large scale casualties. These funds will supplement
the $515 million appropriated for these activities in fiscal year 2003, and $135 mil-
lion in fiscal year 2002, bringing the total to $1.2 billion over 3 years—a significant
investment. The fiscal year 2003 appropriation for the District of Columbia also in-
cluded $10 million for related hospital preparedness activities. We believe that our
investment is significantly contributing to meeting the need of hospitals to ade-
quately prepare to deal with bioterrorism. We are working with the States, the
American Hospital Association, American Association of Poison Control Centers,
American College of Emergency Physicians, American Academy of Pediatrics, Na-
tional Association of EMS Physicians, National Association of State EMS Directors,
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Association of State and Territorial Health Officials, National Rural Health Associa-
tion, National Association of Community Health Centers, National Association of
Social Workers, and the American Nurses Association. Each State has developed a
plan for preparing their hospitals and other health care facilities. These funds will
be expended consistent with these State plans and assessments.

Senator SPECTER. So we have some idea as to what it is and how
we are getting there.

Mr. Secretary, there is an enormous——

Secretary THOMPSON. If I could.

Senator SPECTER. Yes, go ahead.

Secretary THOMPSON. Pennsylvania has got an obligation of $33
million, and they have only drawn down $9.5 million. There are
still $23 million undrawn for the State of Pennsylvania as of right
now.

Senator SPECTER. That is the 19 percent drawdown you have
talked about?

Secretary THOMPSON. Yes. Pennsylvania has drawn down a little
bit more, but it still has $23 million.

Senator SPECTER. And that is a simple matter for them to draw
it down?

Secretary THOMPSON. Yes. But this is before we sent out the ad-
ditional $1.5 billion, which we are in the process of sending out
right now.

Senator SPECTER. Well, that is important to move ahead on, and
we will assist on that.

Secretary THOMPSON. Thank you.

Senator SPECTER. I was about to say, Mr. Secretary, there is
enormous anxiety everywhere as to what is going to happen in the
course of the next several days. You are in the command center.
You have the responsibility for a big chunk of preparedness on bio-
terrorism. Can you provide any insights as to what people might
expect as we have the countdown to war?

Secretary THOMPSON. We have, of course, gone from code yellow
to code orange, and there is a possibility we will be going to code
red. I am not sure about that, but there is a possibility.

Senator SPECTER. Are you consulted? Is your Department a party
to that determination?

Secretary THOMPSON. The determination is by the Department of
Justice and the Department of Homeland Security, but we have
very close cooperation and communications with both of those De-
partments. We work very closely with them.

What we are anticipating is, Senator, that there could definitely
be attacks, bioterrorism, chemical, radiological, nuclear, whatever
the case may be. We have placed some of our DMAT teams on alert
so that they can be moved very quickly.

Senator SPECTER. When you say radiological, what do you mean
by that?

Secretary THOMPSON. That is a dirty bomb, a nuclear bomb.

We have divided up the country into 10 regions. We have ap-
proximately 8,000 medical doctors, nurses, morticians, and veteri-
narians that can be called up. We have 600 tons of medical sup-
plies and equipment strategically located in 12 sites around Amer-
ica that we can move to any city in America within 7 hours.

Senator SPECTER. And what kind of paraphernalia do you have
in these sites?
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Secretary THOMPSON. All kinds of things from masks, to anti-
biotics, to antidotes, to mark I kits for chemicals. Vaccines are in
a different place. There are also masks, other kind of equipment to
be used, stretchers and so on, if need be. They are strategically lo-
cated in 12 sites around America.

Senator SPECTER. Do you have adequate resources to handle that
particular issue?

Secretary THOMPSON. We think at this point in time we do, Sen-
ator. I think we could allay your concerns tremendously if you
would come over and just take a look at what we have, how we are
set up to deploy people, equipment, and supplies, and how we are
able to monitor everything and stay in communication with every
State and local health department.

In our GIS, we are I believe the only one that has in our data-
base every hospital, every fire station, every police station, all of
the first responders. We have all the railroad lines in our GIS sys-
tem. We know daily how many beds are available in each hospital.
We can set up plume modeling for any kind of chemical or any kind
of gas that is exploded. On a street level, we have every street in
America in our GIS database so that we can——

Senator SPECTER. Every street in America?

Secretary THOMPSON. Every street in every city.

Senator SPECTER. Okay. I am going to come take a look.

Secretary THOMPSON. I think you would be very impressed by
what we have done.

Senator SPECTER. I want to see the markings on Senator Craig’s
street.

I want to see how closely you have him tabbed.

Senator CRAIG. Mr. Chairman, when you get ready to go, I will
go with you. I would like to see that too.

Secretary THOMPSON. It is absolutely amazing. I would love to
have you come over.

Senator CRAIG. The problem is my hometown does not have any
streets.

It has a road that goes to it.

Secretary THOMPSON. We have the capacity in our communica-
tion room to hook up to any one of 4,000 local TV stations across
America so that if something would happen in Idaho, we could
bring up the TV stations and find out what is happening on site
in that particular area.

Senator CRAIG. That is very impressive.

Mr. Secretary, were you involved in a briefing with the Gov-
ernors in the last couple of days?

Secretary THOMPSON. No, I was not.

Senator CRAIG. Mr. Chairman, in relation to your express con-
cern here—and it is mine—as to the next 24 to 48 hours, Homeland
Security and I believe CIA were involved in a briefing with all of
our Governors in the last 24 hours that my Governor tells me was
the most comprehensive detail he has yet had and he was very
pleased about it. That kind of communication is improving greatly,
and the ability now for you all to tie, as you are telling us you can,
is a very real advancement.

Secretary THOMPSON. I think if you came over, you would be very
impressed.
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Senator CRAIG. I will do that. I will make a point to do it.

Secretary THOMPSON. We are in weekly, if not daily, contact with
all the State health departments through CDC and through our
communication room. So we are keeping everybody very well up to
speed as to what is going on, Senator.

Senator CRAIG. Thank you.

OBESITY AND LIFESTYLE

Senator SPECTER. On the issue of obesity and lifestyle, this sub-
committee held a hearing in San Francisco during the last recess
and developed a lot of fascinating information. A big part of the
problem may originate in fast foods where people are encouraged
to eat foods which are very harmful, so it is said. There recently
was a lawsuit against McDonald’s which was dismissed.

What can be done by way of so-called jawboning to try to get fast
food chains to do something about the kind of food they serve?

Secretary THOMPSON. I held a meeting, Senator, with several
members of the fast food industry and the national restaurant or-
ganization. We had a difficult but I think productive meeting and
got pledges from them that they would be helpful in trying to put
healthier items on their menu.

[The information follows:]

FAsT FOOD INDUSTRY

Secretary Thompson has made it clear that obesity is a problem that requires a
multi disciplinary approach to address this unprecedented epidemic. HHS has
reached out to both public and private organizations, including the fast food indus-
try to find unique ways to establish partnerships that will impact this epidemic.

HHS has strongly encouraged the fast food industry to provide healthy choices on
menus, aggressively market those choices to consumers, and reduce portion sizes.

Senator SPECTER. Anything concrete? Anything specific?

Secretary THOMPSON. Nothing specific at this point in time. That
is why we are going to try and have this prevention summit. I be-
lieve it is in April. I will let you know the date, Senator, and hope-
fully you can come.

Senator SPECTER. What do you think of the litigation on the
analogy to smoking, to dangers in smoking? I see the Justice De-
partment just this week has taken a very strong position about
fraud on the tobacco companies in enticing juveniles to smoke, put
an enormous figure, into the hundreds of millions of dollars. Is
there any analogy to subjecting people to the risks of adverse
health from foods which are unhealthy?

Secretary THOMPSON. Well, as you know, there was a lawsuit
started and it was dismissed. I am not sure that that is the most
correct way to go, Senator. I think that a better way to do it is to
bring them in and try and convince them to do it. I spent a half
a day at Hamburger University, which is at the McDonald’s cam-
pus in northern Illinois, and they were willing to be quite sup-
portive to try and get healthier items on their menus.

Senator SPECTER. Well, we would be very interested to see what
results you have.

Let me move to a couple of other subjects quickly and terminate
the hearing because we have kept you here a long time.
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TAX CREDITS FOR HEALTH INSURANCE

You talk about tax credits for health insurance. Is that an ad-
ministration position?

Secretary THOMPSON. No. It is mine.

Senator SPECTER. It would be a good idea. We see the number
of uninsured Americans. If you had a tax credit, that would be a
very effective way of dealing with the issue.

Senator CRAIG. Mr. Chairman?

Senator SPECTER. Senator Craig.

Senator CRAIG. Mr. Secretary, you did tie that comment, though,
to long term, did you not?

Secretary THOMPSON. Yes.

Senator CRAIG. Thank you. I agree with both, but clearly to in-
troduce long-term health care insurance into our economy would be
a tremendous advantage to get people investing in insurance that
carries them through to death of that kind.

Secretary THOMPSON. I would also like to see health insurance
charge lower premiums for people that lead healthier lifestyles like
they do on automobiles.

Senator CRAIG. I agree.

Secretary THOMPSON. It is something that we could work on.

TAX CREDITS ON MALPRACTICE INSURANCE

Senator SPECTER. On the issue of tax credits, one of our col-
leagues in the Senate is talking about a tax credit on malpractice
insurance. We had a hearing last week on that subject, and this
is a new idea which is being considered. What would you think of
that, which could be tailored to the areas which have the greatest
problem at the present time?

Secretary THOMPSON. Senator, I have not looked at it. I am not
knowledgeable about that subject. I would like to read it. It seems
like it has got some possibilities.

Senator SPECTER. We had a lengthy hearing, Mr. Secretary, and
we had responses from Deputy Secretary Claude Allen. I would ap-
preciate it if you could find the time to review Secretary Allen’s tes-
timony and give a response to the subcommittee as to whether you
think it was adequate in answering the questions which we posed.

Secretary THOMPSON. Okay.

Senator SPECTER. I would appreciate that.

[The information follows:]

TAX CREDIT ON MALPRACTICE INSURANCE

I do not believe that the crisis can be fixed by giving doctors tax credits to help
pay the cost of malpractice insurance. This would simply require the taxpayers to
pay even more for the cost of the excesses of the litigation system. They already are
paying $70 billion as patients and insured for the problems caused by the litigation
system. At the same time, a tax credit would do nothing to address the underlying
problems of the litigation system. It would feed, not fix, the broken litigation sys-
tem. We believe the Congress should enact reasonable reforms such as those passed
by the House in H.R. 5.

MEDICAL LIABILITY

Senator SPECTER. In looking at medical liability—and there is a
lot of concern. Pennsylvania has a very, very serious problem.
Quite a number of States do. When we talk about frivolous law-
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suits, we are talking about a subject matter which I think really
is containable. We have had testimony that 70 percent of the law-
suits are won, but even if the defendants win, the cost of litigation
is so high that it boosts rates. There are ways to deal with that,
sanctions on lawyers, requirement of a certification by doctors from
a panel that there is something to be submitted to the court.

We have taken a look at the insurance industry. There was a
problem in Texas on homeowners insurance. Nobody could buy
homeowners insurance because there had been so many hurricanes
and the insurance companies had invested the money and the stock
market had gone down.

MEDICAL ERRORS

The medical errors issue. We are anxiously awaiting your report
on medical errors to see to what extent that impacts. When you
talk about caps, you are on a very sensitive subject, but I think
there is some latitude, if it is done carefully. I think there has to
be some exclusion for cases like the transplant victim in North
Carolina, something which is catastrophic or something like we had
a witness testify about a double mastectomy which was erroneous.
They got the wrong x-ray slides. There is a lot of complaint and un-
derstandably about the lottery, so to speak, with minor cases com-
ing in with gigantic verdicts.

Would you think that there could be some careful pruning? There
are some State laws on liability, for example, of governmental units
which exclude what they call catastrophic cases, permanent impair-
ment of bodily function or death or major disfigurement. Would you
think that would be an appropriate line to make?

Secretary THOMPSON. Senator, the administration feels very
strongly that we need to have cap on noneconomic damages, but
what you are looking at are many new ideas that certainly should
be explored. I am willing to look at each and every one of them.

We are looking at something in the Department that we are
going to try administratively and that is first offer. We do not know
if it 1s going to work, but we are going to try in some of our cases
to be able to offer money to a patient that has been harmed and
pay for their expenses. We are trying to set it up administratively
so that we could do it outside of litigation. They still would have
the right to appeal.

Senator SPECTER. First offer by the Government, by the Depart-
ment of Health and Human Services?

Secretary THOMPSON. That is correct. To see if we could somehow
show that this is a new procedure. We are working with a professor
I believe in North Carolina that has come up with this new mecha-
nism on how we might be able to reduce litigation.

Senator SPECTER. Well, we would be interested to see the details
on that.

Senator Craig, anything more?

Senator CRAIG. I do not have anything more. Thank you, Mr.
Secretary, Mr. Chairman.

Senator SPECTER. Thank you very much, Mr. Secretary.

Secretary THOMPSON. Thank you, Senator.

Senator SPECTER. We will be working with you on this.

Secretary THOMPSON. Please do, and I appreciate it.
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Senator Craig, thank you.

Senator CRAIG. Thank you.

Secretary THOMPSON. Thank you for your leadership on long-
term. That is great.

PREPARED STATEMENT RECEIVED

Senator SPECTER. We have received the prepared statement of
Senator Thad Cochran which will be placed in the record.
[The statement follows:]

PREPARED STATEMENT OF SENATOR THAD COCHRAN

Mr. Chairman, thank you for holding this hearing on the 2004 budget for the De-
partment of Health and Human Services. At this important time, we must ensure
that we are setting clear priorities and investing wisely in the health and safety of
all Americans. Thank you, Secretary Thompson for appearing before us today and
for the excellent job you are doing as Secretary of HHS. I appreciated your visit to
my state last May.

As we consider the 2004 budget, I think our first priority should be protecting the
safety of our country’s citizens. While the defense of our country comes frist, we
must make increased investments in the health infrastructure of our nation. I am
pleased to see the overall commitment of over $3.5 billion in research and infra-
structure funding aimed at detecting and responding to a national emergency. This
is a wise investment because these public health capacities and research findings
improve our ability to respond to naturally occurring disease outbreaks even if no
bioterrorist incident ever occurs.

We must also remember that cooperation and coordination between HHS and the
Departments of Homeland Security, Agriculture, and Defense are vital to our re-
sponse to a biological or chemical attack. We must build these relationships before
an attack occurs.

We must not forget that our nation also faces other pressing health problems. The
biomedical research conducted by HHS has dramatically improved the health of
Americans. While the amazing growth of the NIH’s budget could not be sustained,
the President’s budget provides a 2 percent increase. I hope this figure can be in-
creased so that we continue the progress NIH and other agencies have made in un-
derstanding disease.

The funding for the Centers for Disease Control also provides for important public
health research, especially with regard to chronic diseases. The budget provides an
additional $100 million for the prevention of chronic diseases. This initiative has the
potential to provide tremendous returns. However, we must not shortchange the
other important areas such as infectious disease, birth defects, and occupational in-
juries.

We must also continue to make investments in clinical and research technology.
NIH has been leading this effort. Biomedical technology provides the great promise
in the detection, treatment and prevention of disease. It also provides our best op-
portunity to confront the challenges of medical errors and patient safety.

The budget also provides for those in our country most in need of health. The $1.6
billion provided for Community Health Centers will create access to health care for
over 1 million Americans, according to the Department.

The budget also provides $47 million for the Office of Minority Health and $193
million for the National Center for Minority Health and Health Disparities. While
it is important for us to continue to increase these funding levels, it is also impor-
tant for us to continue to work to make sure that this research and outreach takes
place in those areas of the country where it is most needed.

Mr. Secretary, thank you for the leadership you continue to provide. We look for-
ward to helping you as you oversee the vital programs that provide us a safe and
healthy country.

ADDITIONAL COMMITTEE QUESTIONS

Senator SPECTER. There will be some additional questions which
will be submitted for your response in the record.
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[The following questions were not asked at the hearing, but were
submitted to the Department for response subsequent to the hear-
ing:]

QUESTIONS SUBMITTED BY SENATOR ARLEN SPECTER
MEDICAID DRUG REBATE PROGRAM

Question. You are proposing a Medicaid drug rebate program that is estimated
to save $13.2 billion over the next ten years, and save states a similar amount. How
much do you estimate will be saved in Fiscal 2004?

Answer. CMS actuaries have estimated that the adjustment to the Medicaid drug
rebate formula will save the Federal Government $800 million in fiscal year 2004.

Question. Could this component of Medicaid reform be enacted as a separate, free-
standing initiative? Provide bill language that would accomplish this rebate pro-
gram.

Answer. Yes this legislation could be enacted as a separate free-standing initia-
tive. The savings I just gave you reflect what would be the case without Medicaid
and SCHIP modernization. As we have stated previously there are some problems
with the current formulation of the drug rebate. There have been a number of sug-
gestions on how the rebate formula might be improved. One option suggested was
to change the rebate formula from the difference between Average Manufacturer’s
Price (AMP) and best price, to the difference between Average Wholesale Price
(AWP) and best price. Another was to simply set the rebate equal to a percentage
of AMP. Both of these proposals, and others, would save us money. We wish to work
with Congress to come up with the plan that best advances the interests of the Fed-
eral Government and the American taxpayer.

MEDICAL LIABILITY REFORM LEGISLATION

Question. Last week, you issued a press release applauding the House of Rep-
resentatives for passage of Medical Liability Reform Legislation. The statement said
you looked forward to working with the Senate to pass complementary legislation
this year. I chaired a hearing on this subject last week, and the matter of capping
non-economic awards at $250,000, without exceptions, for egregious cases, was very
controversial. Do you have a compromise plan to gain bi-partisan support in the
Senate?

Answer. The Department’s report entitled: “Addressing the New Health Care Cri-
sis: Reforming the Medical Litigation System to Improve the Quality of Health
Care,” shows how problems associated with medical litigation have worsened signifi-
cantly in the past year. Premiums charged to specialists in 18 states without rea-
sonable limits on non-economic damages increased by 39 percent between 2000 and
2001. Premiums in these states have since gone up an additional 51 percent. This
report also documents the spiraling cost of insurance for health care providers,
which is impairing patients’ access to care, as well as the cost and quality of care.

Therefore, reasonable caps on non-economic damages increase doctors; hospitals’
and nursing homes’ ability to stay in business, which leads to greater access to care.
In addition, caps on non-economic damages reduce the growth of medical liability
costs and insurance premiums. Over the last two years, states with limits of
$250,000 or $350,000 on non-economic damages have seen increases in premium
quotes for specialists increase only 18 percent. States without reasonable limits on
non-economic damages, in states representing almost half of the entire U.S. popu-
lation, have seen average increases of 45 percent. Since California implemented a
reasonable cap on non-economic damages and other critical procedural reforms 25
years ago, liability premiums have increased by less than one-third as much as in
the rest of the country. It is important to implement caps at $250,000 for the sake
of affordability and access to quality health care.

MEDICARE PAYMENT POLICY

Question. MedPAC considers the implementation of a transition method as an im-
portant aspect of any new payment system design when establishing its framework
for assessing Medicare payment policy issues. Payment corridors, hold-harmless
methods, blend approaches as well as phase-in periods have been adopted in dif-
ferent circumstances in order to cushion the impact of payment changes on indi-
vidual providers and prevent service disruptions. Did CMS consider incorporating
any of these methods when designing its new outlier policy?
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Answer. Extensive discussions were held on the best approach to solving the prob-
lems caused by hospitals exploiting vulnerabilities in the determination of outlier
payments.

It must be kept in mind that the goal of Medicare is to make fair and accurate
payments for services rendered, these higher payments were made because of a vul-
nerability in the determination of payments not as a result of the true costs of serv-
ices provided. The proposed outlier rule will allow CMS to ensure that only hospitals
that are truly experiencing higher then expected costs can receive reimbursement.

HOSPITAL COST COMPUTATION

Question. In its September, 1988 rulemaking process, HCFA (now CMS) received
a number of comments expressing concern about the timeliness of the data used to
compute hospital specific cost-to-charge ratios, the issue that is at the core of the
problem addressed by the newly proposed regulatory change. In 1988 some sug-
gested that data from the latest filed cost report be used. CMS dismissed that sug-
gestion stating that Medicare costs are often overstated on the filed cost report and
are subsequently reduced by audit; CMS elected to use data from a hospital’s final
settled cost report to establish the pertinent cost-to-charge ratios. Now CMS is pro-
posing to use information from a hospital’s tentatively settled cost reports to cal-
culate hospital specific ratios. To what extent do hospitals costs change between ten-
tative and final settlement?

Answer. Hospital costs can either increase or decrease between tentative and final
settlement. When a cost report is received by the FI they ensure the cost report is
complete before accepting it. Once the cost report is accepted the FI has 60 days
to make a tentative settlement on this cost report. The tentative settlement process
usually entails looking at the providers past cost report history and making any nec-
essary adjustment to the current cost report based on prior year data. In order to
final settle the cost report, the FI will perform a desk or field review of the cost
report. Based on the review, adjustments are made to costs, charges, and reimburse-
ment in order to final settle the cost report. This final settlement represents final
payment to the provider.

There is a variation in the change of hospital costs between tentative and final
settlement, depending on the areas reviewed and the results of the review. However,
it is highly unlikely that the cost from the tentative to the final settled cost reports
would change as much as the latest changes in the cost per case (over 12 percent
from 2001 to 2002). With this amount of year-to-year change in charges, it is imper-
ative to use the latest available cost-to-charge ratio. Reconciliation at final settle-
ment will take care of any large differences used for payment and the actual ratio.

Question. Is the concern expressed by CMS in 1988 any less valid today?

Answer. No, this issue is still pertinent, filed cost reports have not been reviewed
and if necessary audited, and are not an appropriate basis of final payment. For this
reason the proposed outlier rule uses tentative cost reports which can include ad-
justments for “known” issues, to determine the initial payments. Final settlements
are used to adjust the initial payments and if necessary an adjustment for the time
value of money will be made if the initial payments were inaccurate.

Our goal is always to make the most accurate payment possible. The proposed
outlier rule highlights that a change was necessary to prevent hospitals from ex-
ploiting vulnerabilities in the determination of outlier payments. Using tentative
cost reports will help eliminate a vulnerability in the system, and using the final
settled cost reports to determine final payments ensure their accuracy.

MEDICARE DRUG BENEFIT

Question. The President’s budget dedicates $400 billion over ten years for targeted
improvements and modernization of Medicare, including providing access to sub-
sidized prescription drug coverage. The Senate Budget Resolution also contains a
$400 billion reserve fund for Medicare. What would your proposal offer in prescrip-
tion drug coverage for those who stay in the traditional fee-for-service Medicare pro-
gram, compared to those who opt for a managed care plan?

Answer. The President’s Framework to Modernize and Improve Medicare gives
beneficiaries immediate help with their prescription drug bills starting in 2004, for
beneficiaries in both traditional fee-for-service and Medicare + Choice plans. A drug
discount card will allow all beneficiaries to save 10-25 percent off retail prices on
their medicines. Low-income beneficiaries will also get a $600 benefit added to the
drug card.

Beginning in 2006, beneficiaries will have three options for their Medicare benefit:
Traditional Medicare, Enhanced Medicare, and Medicare Advantage. Under, the
first option, Traditional Medicare, beneficiaries could continue receiving their care
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through the existing program, while getting a drug discount card that will allow
them to save 10-25 percent on their prescription drug bills. For no additional pre-
mium, fee-for-service beneficiaries will also get protection from high out-of-pocket
drug costs.

Under the second option, Enhanced Medicare, beneficiaries could choose to receive
integrated benefits and drug coverage offered through a FFS/PPO plan, like FEHBP
or TRICARE. Plans would bid to serve one or more of 10 different regions in the
country, and the three best qualified bids in each region would be awarded the op-
portunity to compete for beneficiaries’ business. All beneficiaries in a region would
be guaranteed access to all plans serving a region. Beneficiaries who enroll in the
plan submitting the middle-priced bid in their region would pay a premium equal
to the Part B premium in traditional Medicare. Those choosing the plan with the
low-priced bid would receive most of the savings, while those choosing the high-
priced bid would pay a supplemental premium. All beneficiaries would pay an addi-
tional premium for drug coverage, except for those with low incomes. New benefits
in the enhanced package include a combined deductible for Part A & B services, free
preventive benefits, and protection from high out-of-pocket medical costs.

Under the third option, Medicare Advantage, beneficiaries could choose to receive
the integrated benefits and drug coverage through a managed care plan. Plans in
competitive markets would bid to provide the enhanced benefit package. Bene-
ficiaries who select the most efficient plan could share in the premium savings (and
possibly pay no premium). Beneficiaries could select a plan without drug coverage
if they are satisfied with their current coverage. Like Enhanced Medicare, bene-
ficiaries would pay an additional premium for drug coverage, unless they are low-
income.

Question. What additional coverage are you suggesting for preventive health serv-
ices, such as nutrition education?

Answer. Beneficiaries enrolled in Enhanced Medicare and Medicare Advantage
will be able to receive preventive services absolutely free—all current co-pays will
be waived. As you may know, the Medicare currently covers screening mammog-
raphy, screening pap smears and pelvic exams, colorectal cancer screening, prostate
cancer screening, glaucoma screening, diabetes self-management, medical nutrition
therapy, bone mass measurements, and certain vaccines. The President’s Frame-
work promises that the cost of a co-pay will never stand in the way of this poten-
tially life-saving preventive care.

PHYSICIANS’ PAY

Question. Congress replaced a 4.4 percent cut this year in Medicare payments for
physicians, with a 1.6 percent increase. Will this correction be sufficient to avoid a
payment cut in 2004?

Answer. The enactment of the Consolidated Appropriations Resolution (CAR) cor-
rected a statutory flaw in the physician payment formula resulting in multi-year,
permanent changes in Medicare expenditures for physicians’ services. The CAR pro-
vision increased Medicare spending by an estimated $49.6 billion over 10 years by
allowing the Centers for Medicare and Medicaid Services (CMS) to revise the fiscal
years 1998 and 1999 sustainable growth rates (SGRs) and establish a 1.6 percent
update to physician fee schedule rates for March 1 to December 31 in place of the
4.4 percent reduction announced in our December 31, 2002 final rule. The revisions
CMS made to the fiscal year 1998 and fiscal year 1999 SGRs allow the physician
fee schedule update and SGR system to work as originally intended by the Balanced
Budget Act of 1997.

While CMS had previously estimated positive updates for 2004 and later years,
we now estimate physician fee schedule updates will be negative for 2004-2007 as
a result of higher spending in 2002 for physicians’ services and lower real GDP per
capita for both 2002 and 2003 than previously estimated. The revisions made to the
fiscal year 1998 and fiscal year 1999 SGRs will result in higher physician fee sched-
ule updates for years beginning with 2004 than would have occurred had the CAR
of 2003 not been enacted.

Question. What would be the impact on the pay update of excluding the cost of
outpatie?nt prescription drugs from the calculation of spending targets for physician
services?

Answer. We previously estimated a physician fee schedule update of 1.7 percent
for 2004. However, more recent data on actual spending in 2002 and new figures
for real per capita GDP changed this estimate to 4.2 percent. We estimate that 44
percent of the change is the result of higher physician spending (other than for
drugs). Another 41 percent of change is the result of lower GDP figures for 2002
and 2003. Another 10 percent of the change is the result of higher spending for
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drugs and the remaining 5 percent is the result of a small reduction in the esti-
mated Medicare Economic Index (MEI). More information on 2003 spending and
real per capita GDP growth will likely change this figure further. The 2004 update
would be somewhat less negative if spending for currently covered drugs were re-
moved from the measurement of spending under the 2003 sustainable growth rate.

SMALLPOX VACCINATION PROGRAM

Question. Public health groups are now estimating that the cost of implementing
the Smallpox Vaccination Program would range between $154 and $284 per vaccina-
tion with a median cost of $204. Does the Administration plan to request an appro-
priation in the emergency supplemental to provide states with resources so that
they may carry out the Smallpox Vaccination Plan without diverting funding from
other bioterrorism preparedness or core public health activities?

Answer. We understand that these estimates include a range of costs over and
above the direct costs of running an immunization campaign. They include, for ex-
ample, costs of infrastructure that States should be building with the funds they
have already received, costs of the added epidemiologists that funds have been ap-
propriated to cover, and a range of potential indirect costs that State public health
departments would not have to pay. CDC is making every effort to assist States in
implementing the smallpox vaccination program including providing training to the
States, offering technical assistance on administering the smallpox vaccine, and pro-
viding education to clinicians, public health groups, and State health officers and
organizations. To help implement these plans, CDC and HHS is allowing States to
request immediate use of 20 percent of their fiscal year 2003 Bioterrorism grant al-
location to be used for immediate needs including implementing the smallpox vac-
cination program. Although this may not cover all the costs associated with the vac-
cination, CDC is committed to helping the states in every way possible.

HEAD START

Question. Mr. Secretary, the Administration’s budget proposal has identified the
fiscal year 2004 as the transfer transition year for Head Start, with the Department
of Education taking over administration in 2005. Please provide the specific evi-
dence available that indicates that the Head Start program would better achieve its
goals under the stewardship of the Department of Education and therefore support
this proposed transfer?

Answer. What I can assure you is that as long as Head Start is in the Department
of Health and Human Services, I am going to do everything I possibly can to im-
prove it an make it better.

Over the past two years we have increased our efforts to help Head Start pro-
grams enhance school readiness and the development of early literacy skills. In
April 2002, the President announced his Good Start/Grow Smart initiative which is
designed to assure that every Head Start teacher has the training skills they will
need to provide Head Start children the early literacy, language, and numeracy
skills they will need to be successful in school. The Strategic Teacher Education Pro-
gram, knows as STEP, launched last summer, was designed to ensure that every
Head Start program and every classroom teacher has a fundamental knowledge of
early development and literacy, and of state-of-the-art early literacy teaching tech-
niques. Good Start, Grow Smart calls for not only the improvement and strength-
ening of Head Start through intense, large-scale efforts in the areas of early lan-
guage and literacy, but also for a method to track the results of this effort. This
fall we will begin implementing the Congressionally mandated assessments of the
school readiness of all the four-year old children in Head Start.

Question. What specific actions are being taken by either Department related to
this transition year?

Answer. Under the proposal to transfer Head Start to the Department of Edu-
cation, fiscal year 2004 would be a transition and planning year with implementa-
tion in fiscal year 2005. An Interagency Task Force was created in 2001 to consider
issues related to the transfer. However, our Department is currently focusing its
main efforts on the existing fiscal year 2003 priorities, such as improving early lit-
eracy skills in Head Start and developing a national reporting system to better as-
sess child outcomes. This will create a stronger program and we anticipate improve-
ments will continue, should the administration of Head Start be transferred. We are
prepared to do the necessary transition planning in fiscal year 2004.

HEAD START FACES AND IMPACT STUDY

Question. Mr. Secretary, in your prepared statement for testimony before this sub-
committee on March 19, 2003, you indicated that: “Children in Head Start enter
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school further ahead than other economically disadvantaged children. But unfortu-
nately—even after 30 years—Head Start children do not enter school at the same
level as more economically advantaged children.” This subcommittee has allocated
substantial resources for HHS to carry out evaluations of the Head Start program,
including FACES and the National Head Start Impact Study. Please provide the
subcommittee with a summary of the latest school readiness-related, program qual-
ity, and child development findings from the FACES evaluation, as well as a status
report on progress made related to the Impact Study.

Answer. The Head Start Family and Child Experiences Survey (FACES) is an on-
going, longitudinal study of Head Start program quality and child outcomes, which
currently has two nationally representative cohorts (1997, 2000) and plans for a
third. While it does not have a control group of children who are not in Head Start,
it does provide important information on program quality over time, and child out-
comes from program entry through kindergarten follow-up. FACES uses a sample
of classrooms, children, and families that is scientifically representative of all Head
Start programs. Child outcomes can be compared with national averages for chil-
?’re&l of all income levels on a range of standardized assessments. From FACES we
ind:

The average Head Start classroom is of “good” quality as an early childhood learn-
ing environment, consistently over several years of measurement. On the Early
Childhood Environment Rating Scale (ECERS), a widely used and well-respected in-
strument for evaluating quality of early childhood programs, scores can range from
1 (meaning “inadequate”) to 7 (meaning “excellent”). In both FACES 1997 and
FACES 2000, typical Head Start classrooms received ratings just below 5, or “good.”

Few classrooms scored below minimal quality. In FACES 1997, no Head Start
classroom in the national sample received a mean ECERS score in the “inadequate”
range (1 or 2). In 2000, a few classrooms (two-percent) scored in that range.

The use of integrated curriculum is linked to program quality. In FACES 2000,
Head Start programs using the two most widely used integrated early childhood
curricula—Creative Curriculum (39 percent) and High Scope (20 percent)—were
found to have higher average ECERS language and overall quality factor scores
than programs that used “other” curricula.

In addition, FACES 2000 has found that Head Start teachers have higher levels
of educational attainment than teachers studied in 1997-1998.

The FACES study allows comparisons of Head Start scores with national averages
for children of all income levels. Children enter Head Start with vocabulary scores
that are at about the 16th percentile nationally. They made significant progress
over the Head Start year, in both the 1997 and 2000 cohorts. For example, English
proficient children in FACES 2000 gained 3.8 points in standard scores from 85.3
to 89.1. Methodologists have called such gains “educationally meaningful” and they
are greater than the gains made by the typical child of this age, regardless of in-
come level. However, they do not raise Head Start children to the national average
in vocabulary scores. Adding in children who were not proficient in English on entry
into the program, the average standard score in vocabulary changes from 81.4 to
85.7, representing a gain of 4.3 standard score points over the 2000-2001 year.

In another important literacy area, pre-writing, Head Start children make signifi-
cant gains relative to national norms (in FACES 2000, 85.1 to 87.1), but are still
below national averages. This gain in early writing is slightly smaller than that
seen in FACES 1997, although still significant.

In FACES 2000, Head Start children are scoring higher on assessments of letter
recognition and book knowledge, areas in which they lagged in 1997-1998. First,
Head Start children in FACES 2000 are making more progress in the area of letter
recognition than they did in 1997-1998. Their scores meant that children learned
the equivalent of 5 additional letters in Head Start and knew an average of 9 letters
at the end of the program year. In relation to national norms on the Letter-Word
sub-test, Head Start children advanced about as much as the typical preschool-age
child, and performed better than the 1997 cohort but still remained below the na-
tional norm.

Second, Head Start children are performing better in the area of book knowledge.
Book and print concepts do not have national norms available, but in FACES 1997,
children did not show advances in this type of knowledge from fall to spring. By
contrast, in FACES 2000, mean scores showed a significant gain, from 1.61 in the
fall to 2.46 in the spring.

In addition, Head Start children showed growth in social skills and reduction in
hyperactive behavior during the Head Start year, according to teacher ratings of be-
havior. Behavior in Head Start is a predictor of the child’s adjustment and perform-
ance in early elementary school. Children whose teachers rated them higher on so-
cial skills at the end of Head Start were also rated higher by Kindergarten teachers.
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Children whose teachers rated them higher on social skills and lower on behavior
problems also scored better on cognitive assessments at the end of Kindergarten,
even when their Head Start assessments were taken into account.

The Head Start Impact Study is a longitudinal study involving approximately
5,000 three- and four-year old children across 75 nationally representative grantee/
delegate agencies (in communities where there are more eligible children and fami-
lies than can be served by the program). The participating children have been ran-
domly assigned to either a Head Start group (that receives Head Start program
services) or a control group (that does not receive Head Start services but may en-
roll in other available services selected by their parents or be cared for at home).
Every effort was made to minimize the burden on individual programs and not to
significantly change typical enrollment and recruitment procedures.

Children enrolled in Early Head Start, Migrant Head Start, and programs oper-
ated by Tribal organizations, as well as those considered extremely new (i.e., in op-
eration approximately less than 2 years), and those considered severely out of com-
pliance were not included in the study.

Great care was taken to include only programs that were not able to serve all of
the eligible children in their community. It was important to have a sufficient num-
ber of unserved, eligible children available who could be randomly assigned to a con-
trol group, without causing any fewer children to be served by the program than
would otherwise be the case. These “saturation” determinations were based on
grantee/delegate agencies’ own reports of enrollment levels in the fall of 2001, along
with other available information.

Data collection began in the fall of 2002 and is scheduled to continue through
2006, following children through the spring of their first grade year. It includes
twice yearly in-person interviews with parents, in-person child assessments, annual
surveys with care providers and teachers, direct observations of the quality of dif-
ferent care settings, and teacher ratings of children. Data collection will include:

—Individual child data in areas related to school readiness, such as physical well-
being and motor development, social and emotional development, approaches to
l(ilarning, language usage and emerging literacy, cognition and general knowl-
edge;

—Information pertaining to parenting practices, family resources and risk factors,
demographic and socio-economic data, and family structure, including parents’
descriptions of the types of literacy activities they engage in with children at
home;

—Information on structure, process, and quality of Head Start, child care, and
school settings through first grade, including teachers’ reports on their creden-
tials and experience. Trained observers will assess the quality of different care
settings, including assessments of classroom resources and instructional prac-
tices; and

—Community level data relating to the availability and means of formal and in-
formal family support services.

An interim report is scheduled for September 2003 and the final report in Decem-

ber 2006.

EARLY LEARNING FUND

Question. The Performance Assessment Rating Tool for the Head Start program,
stated that Head Start is not well coordinated with other early education and care
programs. However, the Administration has once again proposed to eliminate fund-
ing for the Early Learning Fund, a program that seeks to remove barriers to the
provision of an accessible system of early childhood learning programs in commu-
nities throughout the United States and facilitate the development of community-
based systems of collaborative service delivery models characterized by resource
sharing, linkages between appropriate supports, and local planning for services.
Why does the Administration oppose funding for this program, when it could help
states and local communities meet the stated goals of coordination, program im-
provement, and early care and education services?

Answer. No funds are being requested in fiscal year 2004 for the Early Learning
Opportunities Program because the fiscal year 2004 budget provides funding for
similar activities in the Department of Education through the Early Reading First
program and the Early Childhood Educator Professional Development Grants.

COMPASSION CAPITAL FUND

Question. On December 12, 2002, I was in Philadelphia with President Bush for
the White House Conference on Faith-based and Community Initiatives. It was an
appropriate setting, as members of the Philadelphia community, in particular Pub-
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lic/Private Ventures, have been leaders in the area of faith-based and community
initiatives. During his remarks, President Bush highlighted the Amachi program
run by Public/Private Ventures, which is serving as the model for the Mentoring
Children of Prisoners proposal. As you know, this subcommittee has been very sup-
portive of the faith-based agenda, and just last year, funding for authorized pro-
grams received an increase of almost 50 percent. Can you provide the subcommittee
with an update on the early lessons learned through grant funding provided by the
compassion capital fund, and explain how these lessons are informing planning and
implementation for the mentoring program and the President’s new substance abuse
voucher program, as well as the broader issue of providing an appropriate oppor-
tunity for faith and small community based programs to compete for grants pro-
grams administered by your Department?

Answer. Although we are in the early stages of implementation for the Compas-
sion Capital Fund, we have already contracted with two research and development
firms to begin the necessary work toward performance measurement. Those firms
will assess best practices in faith-based organizations through several CCF dem-
onstration project grantees within a sample of eight to 10 intermediary organiza-
tions. This effort is part of a comprehensive strategy to develop measures that will
not only assess the outcomes of the program’s efforts, but will also highlight what
strategies work in utilizing this group of organizations to provide services. Using in-
formation culled from the assessment of grantees, the contractors will develop and
maintain the National Resource Center. The National Resource Center will docu-
ment programs operated under the Compassion Capital Fund so that practices are
measured, and successes emulated or expanded. We will share our findings and ex-
periences across government with interested agencies and programs, including those
involved in mentoring programs and the President’s substance abuse voucher pro-
gram.

The Family and Youth Services Bureau (FYSB) within the Administration on
Children and Families has been assigned the responsibility for implementing the
Mentoring Children of Prisoners program. FYSB has developed a program an-
nouncement soliciting applications for grant funding for the program and expects to
publish the announcement in the Federal Register early this summer. While no
funding has been obligated to date, we anticipate making all grant awards and obli-
gating all funding by September 30, 2003. We expect to make awards to a wide
range of eligible applicants, including community and faith-based organizations,
State and local units of government, and Tribes.

The President’s new substance abuse voucher program, Access to Recovery, is an
innovative client-based program to increase access to substance abuse treatment.
We recognize there are several pathways to recovery. Access to Recovery will in-
crease substance abuse treatment capacity by allowing an individual to use Federal
substance abuse dollars to choose effective treatment organizations, including faith-
based organizations. Individuals in need of treatment will first be assessed and then
will receive a voucher to pay for an appropriate level treatment. This program em-
phasizes consumer choice and will reward treatment effectiveness.

More broadly, the department has been busy eliminating the barriers that in the
past have prevented faith-based and community-based organizations entry into the
Federal funding stream. The Compassion Capital Fund program, for example, sup-
ports intermediary organizations to assist faith-based and community organizations
in helping faith-based and community organizations expand their capacity to pro-
vide needed services to the community. Intermediaries assist these small groups in
their efforts to improve effectiveness and organizational management, access funds
from diverse sources and manage those funds, develop and train staff, expand the
types and reach of social services programs in their communities and develop prom-
ising collaboration among organizations dedicated to social service delivery. A Na-
tional Resource Center is also being established by the Compassion Capital Fund
for small faith-based and community organizations. Other accomplishments include
making applications more user-friendly, promoting diversity in the grant review
panels, and eliminating preference points for organizations previously awarded
grants. With these efforts, and the assistance of intermediary organizations, the De-
partment is building a bridge between the federal government and small faith-based
and community organizations in the provision of needed services to distressed indi-
viduals and communities.

UNACCOMPANIED CHILDREN TRANSFER TO ORR

Question. Mr. Secretary, as you know, section 462 of the Homeland Security Act
of 2002 transferred the INS Unaccompanied Alien Children program to the HHS Of-
fice of Refugee Resettlement. Please provide the subcommittee with your plan, in-
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cluding timeline and budget requirements, for appropriately implementing this pro-
vision of the law.

Answer. The UAC program was transferred from INS to the Office of Refugee Re-
settlement (ORR) on March 1, 2003. Along with this transfer, the fiscal year 2003
funding base of $34.2 million was established for this program. Unobligated fiscal
year 2003 funds in the amount of $20.142 million were transferred from INS to
ORR on February 28, 2003, in a Determination Order. Much of the transferred bal-
ance was committed by INS for shelter care grants and contracts for secure deten-
tion prior to the transfer of this program to HHS. These previously existing grants
and contracts were transferred to ORR. Twenty-one full-time positions also trans-
ferred to ORR.

Consistent with Section 462 of the Homeland Security Act and the Flores v. Reno
settlement agreement, ORR will provide care and placement for these children in
the least restrictive setting possible. To this end, we are (1) scheduling site visits
to review all existing facilities under contract to the former INS, (2) entering into
cooperative agreements with the two agencies experienced in the refugee unaccom-
panied minor program to expand shelter and foster care capacity, and (3) developing
training for all staff on the assessment of the children and the facilities.

ORR is currently working with the Department of Homeland Security to finalize
a Memorandum of Understanding to specify roles and responsibilities for each agen-
cy under the transfer.

The fiscal year 2004 President’s Budget includes $34 million in ACF to support
the UAC program. This funding level represents an estimate developed before the
transfer had been completed. The UAC budget request does not include costs associ-
ated with activities not previously performed by INS, newly authorized in the
Homeland Security Act, or to reach full compliance with the Flores v. Reno settle-
ment agreement. We look forward to working with Congress to ensure that ade-
quate support is provided for the care of these children.

MEDICARE HEARINGS TRANSFER

Question. What planning and transition activities are being undertaken with SSA
to ensure that a timely and smooth transition occurs, if legislation is enacted that
transfers the Medicare appeals function effective October 1, 2003, as proposed in the
President’s budget?

Answer. The Department and SSA have agreed in principle to transfer this func-
tion currently performed by SSA’s Office of Hearings and Appeals. Negotiations over
the details and timing of the transfer are on-going. CMS is preparing a Memo-
randum of Agreement that will reflect these decisions.

We can transfer the responsibility by October 1, 2003, but to transfer the work
itself would be a monumental task to accomplish. For one thing, the existing mora-
torium on hiring new administrative law judges has not been lifted. For another,
CMS’s fiscal year 2003 budget did not include funding for appeals reform so they
have not been able to begin building the framework of systems and operational sup-
port that needs to be in place before this transfer can occur. These activities would
normally require 12 to 15 months. Given the delays and costs of the existing proc-
ess, we would ideally like to have sufficient time and resources to design a process
that provides fair and timely hearings for our Medicare beneficiaries.

HEALTH WELLNESS

Question. Under what circumstances would you support funding a chiropractic
demonstration project on health (Wellness) enhancement rather than merely the
treatment of pain or disease?

Answer. AHRQ has supported research in the area of chiropractic care. One study
found that chiropractic care is the most commonly used alternative therapy for back
problems, and is as effective as medical care alone for reducing disability and pain
in patients with low back pain. To date, the Agency has not supported the wellness
aspect of chiropractic care. To continue to build the evidence-base in the area of
chiropractic care, AHRQ would give research proposal(s) in this area every consider-
ation under its peer review process.

Question. Given the growing support for lower healthcare costs with evidence—
board wellness care. Under what circumstances would you support projects that de-
velop wellness models for health delivery?

Answer. Evidence on effectiveness of care should drive the implementation of
wellness models that have been shown to improve health outcomes and quality of
life.hAHRQ could evaluate the results of biomedical and behavior change research
in this area.
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QUESTIONS SUBMITTED BY SENATOR ToM HARKIN
HEAD START

Question. Mr. Secretary, under the Administration’s Head Start reauthorization
proposal, funding for training and technical assistance in fiscal year 2004 would be
reduced by approximately $65,000,000 at the same time that Head Start programs
are being asked to implement new child and family literacy and other school readi-
ness activities proposed in the Good Start/Grow Smart initiative, as well as a new
outcomes-based accountability system. Please explain specifically how much train-
ing/technical assistance funding will be allocated to support these initiatives, as well
as identify specifically what costs will be borne by local programs and what
source(s) of funds will be available to them to pay for related activities. In addition,
what types of training are currently being conducted by local Head Start programs
that wil}l have to be foregone in fiscal year 2004 in order to perform these new ini-
tiatives?

Answer. The training and technical assistance budget has grown dramatically in
the last several years when compared to the number of children served. Since fiscal
year 1990, for example, funding for training and technical assistance has grown 300
percent, while enrollment has increased by only 58 percent. Moreover, grantees have
received considerable training and technical assistance resources as part of the allo-
cation of quality improvement funds. For example, grantees currently receive $80
million annually for training and related costs designed to increase the number of
teachers with college degrees. Allowing the Secretary discretion to best target these
funds means that in fiscal year 2004, we will be able to serve almost 10,500 addi-
tional disadvantaged children and families in areas of the country which have the
greatest unmet need for Head Start services.

The full costs to grantees of implementing the national reporting system will be
made available to grantees from the fiscal year 2003 increase, so grantees will not
need to reduce any current activities to pay for those costs. Further, much of the
early literacy training has been and will continue to be allocated directly to grantees
to cover travel and other costs associated with this training, so again there will not
be large costs being incurred by grantees.

Grantees, in fiscal year 2004, will continue to be able to address important T&TA
issues. We will work with all of our grantees to assure that they have adequate re-
sources to meet their priority needs and will, as necessary, make adjustments in the
amount of T&TA resources expended on other areas to assure that this can happen.

CHILD CARE DEVELOPMENT BLOCK GRANT

Question. A recent report by the Southern Regional Initiative on Child Care after
interviewing administrators in 15 states and the District of Columbia found that
states and localities were collaborating successfully with Head Start in many areas.
The Child Care and Development Block Grant currently gives states a great deal
of flexibility and they can choose to take advantage of this flexibility to encourage
collaboration by aligning their policies with Head Start in areas such as eligibility,
eligibility redetermination, reimbursement rates, hours of care, etc. However, the re-
port found that the major barriers to collaboration were not related to Head Start
policies but rather were caused by state policies for subsidized child care. How does
the administration plan to provide states with the resources necessary to improve
their child care policies in order to strengthen collaboration?

Answer. The Administration is committed to promoting collaboration across early
childhood programs. Head Start, child care, and other programs can best meet the
needs of families and children by working together.

However, we do not believe that barriers to collaboration are solely caused by
State policies for subsidized child care. The Southern Institute on Children and
Families report found that “respondents generally agreed that polices were not a
barrier to collaboration, but a few State child care policies were cited as burdensome
to Head Start providers because they required programs to operate differently (em-
phasis added, p.6).” From the perspective of a child care provider wanting to collabo-
rate, Head Start policies might seem burdensome because they are different from
child care policies.

There are fundamental differences between the Child Care and Development
Fund (CCDF)—which awards monies to States for child care subsidies and quality
improvements—and the Head Start program. CCDF supports parental choice by pri-
marily giving families vouchers that they can use with an array of providers in the
private child care market while Head Start is a single-design, center-based program
operating within prescriptive Federal parameters [Note: Early Head Start (EHS)
has a home-based option, a center-based option and a combined option]. CCDF dol-
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lars are awarded to States while Head Start grants go directly to local entities. As
a condition of eligibility, CCDF requires families to work or attend training or edu-
cation while Head Start does not. Head Start requires parent involvement in serv-
ices to their children, CCDF does not. Head Start focuses on serving families below
the poverty level, while CCDF concentrates on families transitioning from or at-risk
of needing public assistance (some of whom are above poverty). These and other dif-
ferences make collaboration between the two programs a challenge, but as the
Southern Institute report found, not an insurmountable one.

Under President Bush’s plan to better prepare children for kindergarten, the Ad-
ministration has proposed a statutory change that would allow States to better co-
ordinate early childhood programs. States would be given the option to manage
Head Start funding, allowing them to coordinate Head Start with other preschool
programs in exchange for meeting certain accountability requirements.

Additionally, the Child Care and Head Start Bureaus are taking steps to encour-
age coordination. For example:

—The Child Care Bureau (CCB) has been charged with implementing aspects of
the President’s Good Start, Grow Smart initiative to help prepare children for
school. This includes working with States to develop early learning guidelines,
professional development plans, and collaboration plans. CCB’s technical assist-
ance effort, including a recent series of regional planning workshops, is de-
signed to meet the needs of the entire array of child care settings and providers
and to encourage collaboration across programs.

—The Child Care and Head Start Bureaus jointly fund the Quality in Linking To-
gether (QUILT) technical assistance initiative to support full-day, full-year part-
nerships among childcare, Head Start, prekindergarten, and other early edu-
cation programs. QUILT provides training, on-site consultation, written mate-
rials, and a website of resources (www.quilt.org), and is particularly adept at
strategies to blend or braid funding.

—The Child Care and Head Start Bureaus encourage collaboration between Early
Head Start grantees and infant/toddler child care providers, for example, by
sponsoring joint training institutes. The Child Care Bureau’s new National In-
fant and Toddler Child Care Initiative will provide technical assistance and con-
sultation to help teams of State stakeholders achieve system-wide improvement
in infant and toddler care.

Question. Mr. Secretary, in your prepared statement for your Department’s budget
hearing on March 19, 2003, with respect to Welfare Reform, you wrote: “we are com-
mitted to working with both the House and Senate to ensure legislation moves
quickly and is consistent with the President’s budget.” Before the Senate Committee
on Finance, you stated your support for additional child care funding in fiscal year
2004. Given that Senate Budget resolution assumes a discretionary spending in-
crease in the Child Care Development Block Grant of $214 million, while the Presi-
dent requested level funding, and the resolution assumes a mandatory spending in-
crease in the Child Care Development Block Grant of $200 million, will the Admin-
istration put forth a budget amendment consistent with these proposals? If not, does
the Administration support these increased resources and will it propose appro-
priate offsets?

Answer. The Administration would support increased child care funding, such as
proposed in the House-passed TANF reauthorization bill (H.R. 4), as it is accom-
panied by strengthened TANF work requirements and improvements to the overall
TANF program, and is accommodated within the context of the overall budget.

INDEPENDENT LIVING VOUCHER PROGRAM

Question. Mr. Secretary, I applaud the Administration’s awareness of the unique
circumstances faced by individuals who will age out of foster care, and its goal to
help improve upon this situation with the new Independent Living Voucher pro-
gram. As you are aware, the Congress provided approximately $42 million in the
Department of Health and Human Services Appropriations Act, 2003 to support this
new program. Please explain your plan for implementing this new program, specifi-
cally how federal funds will be used efficiently and effectively in conjunction with
the base Independent Living program and other programs and nonfederal funding
streams to better serve the needs such individuals.

Answer. As you mentioned, several purposes of the base Chafee Foster Care Inde-
pendent Living Program (CFCIP) focus on services and supports to improve the edu-
cational outcomes for individuals aging out of foster care. A recent survey indicates
States are providing a wide range of services to ensure that youth will stay in and
complete high school in order to be eligible for the newly available post secondary
education and training vouchers. These services include tutoring, remedial instruc-
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tion, the purchase of books, equipment, supplies and school related travel and trans-
portation.

Presently, we are developing guidance to the States to direct the effective imple-
mentation of the Education and Training Voucher program (ETV). The guidance re-
quires States to submit an application amending and expanding the base CFCIP
plan, specifically the educational assistance component. This application requires
States to describe how they will implement the new voucher program and its re-
qilired conditions, including strengthening the educational activities already in
place.

States are also being encouraged to coordinate their program with other appro-
priate education, training and dropout prevention programs. These programs in-
clude, but are not limited to, the Department of Education’s Upward Bound pro-
gram, the Department of Labor’s Workforce Investment Programs for out-of-school
youth, and private sector initiatives such the Orphan Foundation of America’s
Scholarship program and the Community College Foundation’s Peer Counseling pro-
gram in California.

Another way we hope to ensure efficiency is by encouraging States to work with
the student financial offices of educational and training institutions to certify an in-
dividual’s eligibility for the voucher program. In the guidance, we specifically ref-
erence the Free Application for Student Financial Assistance (FASFA) as a resource
to assist jurisdictions in certifying eligibility for the ETV program. States are en-
couraged to use the FASFA as it may be a helpful tool for identifying youth eligible
for the ETV program as a part of the case planning activities specifically related
to preparation for post secondary education and training; and as a method for certi-
fying the youth’s financial status.

QUESTION SUBMITTED BY SENATOR ERNEST F. HOLLINGS
STROKE

Question. Mr. Secretary, I would like to spend a minute discussing your agency’s
stroke-related activities. As you know, stroke is the third leading cause of death in
United States and a major cause of permanent disability. My home state of South
Carolina falls within the group of Southeastern states known as the “Stroke Belt”
where stroke death rates are significantly higher than the national average. More
than half of my state falls within the “Stroke Buckle,” a part of the “Stroke Belt”
where stroke death rates are twice the national average. South Carolina is at the
epicenter of an epidemic. We have the highest stroke death rate in the nation and
have held that unfortunate distinction for the past five decades.

I noted with great interest the recent release of the CDC’s the “Atlas of Stroke
Mortality: Racial, Ethnic, and Geographic Disparities in the United States.” The
document does a great job defining the extent of the problem but does not prescribe
a solution to the. problem. For that we need a larger portfolio at the NIH. I am
concerned given the significant impact that stroke has on the lives of so many citi-
zens, the NIH invests only 1 percent of its budget on stroke research. At the encour-
agement of this Subcommittee, the National Institute of Neurological Disorders and
Stroke’s Stroke Progress Review Group identified critical gaps in stroke knowledge
and outlined 5 research priorities and 7 resource priorities. Mr. Secretary, what can
you tell us about your plans to implement these recommendations? I would also ap-
preciate hearing any additional plans you may have to alleviate and prevent stroke
in the “Stroke Belt” and the “Stroke Buckle?”

Answer. NIH continues to place a high priority on stroke-related research. The
stroke program of the National Institute of Neurological Disorders and Stroke
(NINDS) ranges from basic investigation of stroke mechanisms through large stud-
ies of risk factors and clinical trials aimed at prevention or treatment. Interventions
under investigation besides the “clot-buster,” t-PA, include drugs, surgery, vitamins,
physical therapy, and psychosocial modalities. Research is also targeted to special
issues of stroke in minority populations, women, and children, and in geographic re-
gions such as the “stroke belt.”

The NINDS has formed a Stroke Working Group (SWGQG) of Institute Program Di-
rectors who work on stroke to implement the recommendations of the Stroke
Progress Review Group (SPRG). This group matched current NINDS stroke activi-
ties to SPRG goals, including basic genetic studies, research to understand the proc-
ess of stroke recovery, development of better animal models of stroke, expansion of
stroke imaging research, and development of new designs and methods for stroke
clinical trials. The NINDS Stroke Working Group continues to meet regularly to re-
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view progress in implementing the recommendations of the SPRG, and to discuss
plans for future activities.

The NINDS already supports, or is planing, a variety of stroke center programs
that address a number of SPRG recommendations. A new initiative, Specialized Pro-
gram of Translational Research in Acute Stroke (“SPOTRIAS”) will facilitate trans-
lation of basic research findings into clinical practice, in settings where patients are
evaluated and treated very rapidly after the onset of their symptoms. The intent of
the SPOTRIAS is to support a collaboration of clinical researchers from different
specialties whose collective efforts will lead to new approaches to early diagnosis
and treatment of acute stroke patients. Training and career development will be
part of the SPOTRIAS program.

Other ongoing efforts are focusing on expanding education and training of stroke
medical and research personnel, a resource priority identified by the SPRG. Initia-
tives in this area include the Mentored Clinical Scientist Development Award,
Mentored Patient-Oriented Research Career Development Award, NINDS Career
Transition Award, and the Mid-Career Investigator Award in Patient-Oriented Re-
search.

We know the “Stroke Belt” is an area in the Southeastern United States with
stroke mortality rates approximately 25 percent above the rest of the nation, and
contains a region of even higher stroke mortality (the “Stroke Buckle”). African
American stroke mortality is 50 percent higher than in whites. The NINDS has ini-
tiated several studies to address this phenomena. The NINDS, NHLBI and NCRR
are jointly supporting a Stroke Prevention/Intervention Research Program at More-
house School of Medicine in Atlanta. The goals are to further understand the eti-
ology of stroke among rural and urban African Americans who reside in the Stroke
Belt. Based on the data obtained, community-specific stroke prevention and inter-
vention projects will be crafted and evaluated. Additionally, the Institute supports
a study, “Etiology of Geographic and Racial Differences in Stroke” in Alabama. The
role of geographic and racial differences in incidence as contributors to the dif-
ferences in mortality rates will be examined and risk factors estimated. Also, the
role of candidate genes for stroke will be investigated. This study addresses the wide
range of hypothesized causes of the excess stroke mortality in the Southeastern US
and among African Americans, and will provide information to design interventions
to reduce the excess stroke mortality in these populations.

QUESTIONS SUBMITTED BY SENATOR ROBERT C. BYRD
MEDICARE PLUS CHOICE

Question. As I hear all this rhetoric about injecting competition and choice into
Medicare to save the program, I must ask myself, where’s the competition and
choice in my State? There are only two Medicare HMOs in the whole State of West
Virginia, and they enroll less than two percent of the entire State’s Medicare popu-
lation. The seniors in my State depend on a strong and viable traditional, fee-for-
service Medicare program. “Choice” seems to be a favorite theme of this Administra-
tion. In the Medicare program, right now, seniors have the choice of their individual
doctor. That’s what most people in West Virginia think about when they think about
choice. The last thing seniors in my State need is a forced choice between the family
doctor they know and trust and the prescriptions drugs they need to live. Mr. Sec-
retary, what happens under the Administration’s current deregulation scheme, to
the poorest and sickest seniors in West Virginia who are left in a Fee-For-Service
Medicare plan, without drug coverage, facing skyrocketing premiums, and with no
HMOs or private health plans coming to their rescue?

Answer. Senator, President Bush is not about to let that happen, and the Frame-
work to Modernize and Improve Medicare takes steps to ensure that all Medicare
beneficiaries have access to an Enhanced Medicare plan with meaningful prescrip-
tion drug coverage.

Enhanced Medicare will be a system of PPO-style plans that will be awarded con-
tracts to serve entire multi-state regions. Under those contracts, the PPOs will be
required to take all beneficiaries—those in the cities, as well as those in the rural
areas. This structure will be fundamentally different than the county-by-county con-
tracts you are familiar with in Medicare + Choice. This system of regional con-
tracting has worked successfully for TRICARE in the military health system. That’s
why we believe that the regional PPO approach is right for Medicare.

PPOs have been a growing form of health insurance and are now the most pop-
ular type of coverage in the private market. Among individuals with employer group
coverage, 52 percent are enrollees of PPOs as of 2002. Today’s workers will age into
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Medicare with experience with PPO coverage. Indeed, 78 percent of large employers
offer a PPO option to pre-65 retirees.

So all Medicare beneficiaries will have the option of Traditional Medicare or En-
hanced Medicare as described above. In addition, for those who choose to stay in
Traditional Medicare, the Framework protects them from undue premium increases.
Pfafrt B premiums would continue to be calculated as though current law were in
effect.

MEDICARE PRESCRIPTION DRUG PROPOSAL

Question. Mr. Secretary, you have repeatedly stated that the Administration’s pro-
posal to reform Medicare is modeled after the Federal Employees Health Benefit
Plan (FEHBP), which offers several different health plans for Federal employees.
However, in States like West Virginia, comparing Federal employees participating
in the FEHBP to Medicare beneficiaries participating in the Medicare program is
like comparing “apples and oranges.” The Federal employees in West Virginia are
much younger, wealthier, and healthier than the Medicare beneficiaries in West Vir-
ginia. Medicare beneficiaries in West Virginia are either elderly or disabled, and
tend to be heavy utilizers of costly health care services. Further, the health plans
offered to Federal employees in West Virginia through the FEHBP are all con-
centrated in only small pockets of my State, the Northern and Eastern Panhandle
regions, which are less rural. There are very few Federal health plans offered in
southern West Virginia. Mr. Secretary, can you offer an explanation as to how a
Medicare prescription drug proposal, modeled after the Federal Employees Health
Benefit Plan, would work in West Virginia?

Answer. The difference, Senator, is in how Enhanced Medicare defines its service
areas. Under Enhanced Medicare, beneficiaries could choose to receive integrated
benefits and drug coverage offered through a FFS/PPO plan, like FEHBP or
TRICARE. The plans would bid to serve one or more of 10 multi-state regions, and
by doing so they would agree to serve the entire region, cities and rural areas alike.
In addition, all beneficiaries in a region are guaranteed access to any of the three
plans that are entrusted to serve the region. Beneficiaries who enroll in an average-
priced plan in their region would pay a premium equal to the Part B premium in
traditional Medicare. Those choosing the plan with the low-priced bid would receive
most of the savings, while those choosing the high-priced bid would pay a supple-
mental premium. Beneficiaries would pay an additional premium for drug coverage,
except for those with low incomes. New benefits in the enhanced package include
a combined deductible for Part A & B services, free preventive benefits, and protec-
tion from high out-of-pocket medical costs.

In designing the framework, the President is looking toward other federal pro-
grams that have successfully brought coverage to federal workers in big city offices,
kt)o forest rangers in remote areas, and all federal workers and their dependents in

etween.

PRESCRIPTION DRUG COST

Question. Mr. Secretary, according to an article in The Wall Street Journal on
February 24, 2003, it appears that taxpayers as well as Medicaid are being signifi-
cantly overcharged for prescription medications by certain pharmaceutical compa-
nies. The article states that “despite a 1990 law requiring drug makers to report
to Medicaid the lowest prices they charge anyone, some big pharmaceutical compa-
nies simply aren’t doing so.” The result is taxpayers and Medicaid are paying more
than their fair share for prescription drugs. Mr. Secretary, I find this matter deeply
troubling and wonder why the Administration has chosen to ignore this glaring
loophole in the law in its current Medicaid proposal?

Answer. This administration has by no means ignored the complications sur-
rounding prescription drug pricing. In fact, the President’s budget proposes to work
to work with congress to improve the Medicaid drug rebate system. There are many
means by which we can generate program savings. We look forward to working with
you to determine the course of action that will best address the concerns of the
American taxpayer.

MEDICAID PROPOSAL

Question. Mr. Secretary, I am concerned that the Administration may be trying
to take advantage of the current fiscal crisis facing States in order to sneak out of
the Federal government’s financial obligations to the poor and disabled and to cap
what is now a guarantee of specific health benefits. The Administration’s Medicaid
proposal would essentially eliminate the federal guarantee of certain health benefits
for a significant portion of the Medicaid population. Why is the Administration dis-
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mantling this health care safety net at a time when many Americans are vulnerable
from the struggling economy and rising health care costs?

Answer. The Administration has proposed State Health Care Partnership Allot-
ments to deal directly with the problems of coverage being eliminated due to con-
strained State budgets. States can currently eliminate coverage for non-mandatory
populations and many states have already made cuts. We are not eliminating any
guarantees that currently exist.

The Medicaid reform package gives States alternatives to merely cutting the rolls.
Instead of solving budgetary dilemmas by cutting whole populations, the allotment
model would allow States to strategically construct services in ways that most ably
address the specific needs of their unique Medicaid and SCHIP populations.

Once again let me stress, mandatory services for mandatory populations will not
be affected by the reform package. We are not allowing States to cut any popu-
lations they can’t already cut through State Plan Amendments. We hope that we
Iliave given States a more humane alternative to eliminating benefits for needy

mericans.

SCIENTIFIC ADVISORY COMMITTEE

Question. Mr. Secretary, I found it extremely disturbing to read on the front page
of The Washington Post last Fall that the Bush Administration has been quietly
overhauling the 250 scientific advisory committees that guide the Department of
Health and Human Services (HHS) on a wide range of health issues. I am concerned
that the Presidents message to scientific advisory committees within his Adminis-
tration reads: either you’re with us or you’re against us. While the Administration
talks about supporting programs that are shown by science to be effective, at the
same time, the Administration is reshuffling the independent panels and stacking
them with handpicked, partisan choices. Mr. Secretary, why should the general pub-
lic have any confidence in the recommendations of these advisory panels when their
independence and objectivity appear to have been compromised?

Answer. There are over 250 Secretarial Advisory Committees at the Department
of Health and Human Services. By Congressional charge the Office of the Secretary
is responsible for making appointments to these committees. Vacancies on these
committees occur regularly for a variety of reasons including resignations and expir-
ing terms. We are also charged with maintaining the charters of these committees
and from time to time we must update charters as they also expire. As a result,
we will make hundred of appointments in the course of any year and update several
charters in the same time frame.

Let me assure you that this Department fully supports and understands the need
to select members for scientific advisory committees who are the best suited to pro-
mote health in our nation. Under the General Services Administration manual’s
chapter on Advisory Committee Management, we are required to adhere to certain
policies. For example, we must ensure that the nomination, selection, and appoint-
ment process results in selections that are balanced in terms of views represented.
I am confident that we have in place procedures to ensure that we select members
who are not only experts, but whom we believe will provide objective assessments
on important scientific matters without prejudice or prejudgment.

SUBCOMMITTEE RECESS

Senator SPECTER. Thank you all very much. The subcommittee
will stand in recess to reconvene at 9:30 a.m., Thursday, March 27,
in room SD-192. At that time we will hear testimony from the
Honorable Roderick Paige, Secretary, Department of Education.

[Whereupon, at 10:27 a.m., Wednesday, March 19, the subcom-
mittee was recessed, to reconvene at 9:30 a.m., Thursday, March
217.]
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OPENING STATEMENT OF SENATOR ARLEN SPECTER

Senator SPECTER. Good morning, ladies and gentlemen. The Ap-
propriations Subcommittee on Labor, Health, Human Services, and
Education will now proceed.

This morning we will hear from the distinguished Secretary of
Education, the Honorable Rod Paige, who will present the adminis-
tration’s budget, which is $53.1 billion, an increase of $26 million
over the fiscal year 2003 program level. That is an increase, obvi-
ously, of a minor proportion, less than the inflation rate.

PROGRAM REDUCTIONS AND ELIMINATIONS

As we take a look at some of the programs which are being cut
or eliminated, they pose some real issues for the subcommittee—
the reduction in GEAR UP, the Rural Education program cut by
$167 million, which would, I am told, eliminate the program; a sig-
nificant cut of $326 million for vocational education programs; and
a problem which confronts this subcommittee is that the budget for
education is joined in our overall allocation with health and also
labor worker safety, which gives us a lot of very hard choices.

We have advanced the time of this hearing to 9 o’clock, so that
we could be available to meet with the full committee, which is

(79)
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going to hear testimony from the Secretary of Defense and the Sec-
retary of Homeland Security at 10:00.

And I will yield now to the chairman of the full committee, Sen-
ator Stevens, with your permission, Senator Harkin.

OPENING STATEMENT OF SENATOR TED STEVENS

Senator STEVENS. Well, thank you, because I do have to organize
that other hearing with both the Homeland Security and Defense.
I do have a long statement. I would like to have it put in the
record.

Senator SPECTER. Without objection.

ALASKA’S REQUEST FOR FLEXIBILITY

Senator STEVENS. I would like to personally ask the Secretary
about the problem of responding to Alaska’s request with regard to
flexibility. We have had both the letter that was written to you last
June and then the meeting with our Governor Frank Murkowski
about the problem that we have of so many small schools in areas
where, in many cases, we are unable to get teachers, let alone
teachers’ assistants; and we have not received any indication that
there is going to be any flexibility in dealing with those issues.

RURAL EDUCATION IN ALASKA

I urge you to read my statement. I do not want to hold up the
committee. But Alaska’s native population is 25 percent of the en-
rollment of our schools. The bulk of it is in these small areas, very
small areas, small villages. And it is just impossible for us to follow
the bill we support, which is that no child should be left behind,
from the point of view of getting the people that are necessary to
carry it out. If we cannot hire teachers, how can we hire teachers’
assistants and people, special people, to qualify those who are not
keeping up? And in many cases, it is a cultural language problem,
where the parents refuse to allow the children to study in English.

We do not have BIA schools. And yet we find that your budget
has reduced the funding for the two basic programs, the Education
Equity Act from $31 million to $14 million, and the Alaskan-Native
Hawaiian Institution Program from $8.2 million to $4 million. And
you also reduced the funding for the Carol White Physical Edu-
cation Program from its current level to $10 million. It was $60
million. That meant you put $10 million in another program that
is not really authorized by Congress.

Now, Mr. Secretary, some of us have taken on a lot of responsi-
bility around here trying to help run the Senate. And I do not
think that means we deserve any extra consideration, but it means
we should be treated as a State and as representing a State in a
way that we can get answers. I would again ask you to come up
and take a look at the villages and see the problems. I do not think
your people—your people came up, and they did not leave the main
cities. They did not go to the villages. And our problems are in the
villages. Even our small Barrow College, the college that is there
for native children, your people ignored it entirely.
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PREPARED STATEMENT

So I hope that by the time this markup comes, Mr. Chairman,
I am going to ask you to put some severe restrictions on the De-
partment of Education with regard to the use of funds unless they
pay attention to the rural areas that cannot comply with this law.

Thank you very much.

[The statement follows:]

PREPARED STATEMENT OF SENATOR TED STEVENS

Thank you Mr. Chairman, and I'm pleased to welcome Secretary Paige to our sub-
committee.

Mr. Secretary, I thank you for the leadership you are demonstrating in working
to ensure that no child in America is left behind in getting an education that will
prepare him or her to lead a productive life in the 21st century.

Yours is not an easy task, especially in times like these when our ability to pro-
vide funding for these programs is severely challenged by the needs of homeland
security and supporting our defense needs.

I do have some concerns about how your Department is responding to our State
Ef éllzzska’s need for flexibility in meeting the standards of the “No Child Left Be-

ind Act.”

Last June, Alaska’s education commissioner sent you a letter requesting flexibility
for our State in meeting timelines for qualifications of teachers and teacher aides,
and testing in english of students at early ages.

To the best of my knowledge, the department has yet to receive a written re-
sponse from the Department to its request.

In January, Alaska’s Governor, Frank Murkowski, met personally with you and
your senior staff to discuss the issues raised in the June 2002 letter.

I understand that the Department has taken the position that it will not grant
any waivers for the “No Child Left Behind Act” requirements.

I also understand that when the Department sent up a team to alaska to “peer
review” its proposed State plan, that the team did not choose to accept the State’s
invitation to visit remote rural communities to see just how different conditions in
my State are from those in the South 48.

Alaska has 54 school districts, with the largest 5 enrolling 70 percent of students.
Thirty-nine school districts in my State each enroll less than 1 percent of the stu-
dent body.

My State has a large number of very small schools, each with only a handful of
teachers. Of 506 schools, 135 schools have fewer than 50 students and 82 enroll 25
or fewer students.

Many of these schools are located in villages not served by roads, where the only
means of transport among villages is via plane or dog sled.

I am concerned about what my State perceives as a lack of responsiveness by your
Department to these issues.

Last year I invited you to come to Alaska and see these conditions for yourself.
Once again, I extend the same invitation.

I also ask that within the next 30 to 60 days you send appropriate members of
your staff to my State to visit representative schools in rural Alaska and to work
with Governor Murkowski’s administration to arrive at an equitable solution to
these issues.

I'm also disturbed about several decreases and program eliminations in your
budget proposal.

Alaska’s Native population is almost 25 percent of total enrollment in our schools.
Our State has assumed the responsibility for educating all of its students, and we
do not receive any Indian education funding, nor do we have BIA schools.

Alaska’s Native children need the resources provided under the Alaska Native
E(%luczlition Equity Act to provide the extra help many of them need to succeed in
school.

Yet, for the second year in a row, your Department is proposing to cut this fund-
ing to $14 million from its present fiscal year 2003 level of $31 million.

In the higher education area, your budget proposes to cut funding for the Alaska
Native—Native Hawaiian Serving Institutions program from its present level of
$8.234 million to only $4 million.

You have eliminated entirely funding for the Echo Act, which provides funding
for cultural enrichment and job training activities for our Alaska Native Heritage
Center and our Inupiat Heritage Center.
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All of these programs are authorized in law.

Mr. Secretary, I would like to have you share with this subcommittee why your
Department persists in slashing funding and even eliminating programs which are
desperately needed by my State’s Native people.

On another topic, the Department has also zeroed out funding for the “Carol M.
White Physical Education for Progress” program—also authorized in law—from its
current level of $60 million.

I am particularly disturbed by this, because you and the administration have pub-
licly voiced support for physical education programs as a means of combating our
epidemic of obesity among America’s children, and your budget proposes a similar
initiative to be funded at $10 million.

Mr. Secretary—what’s wrong with my pep program—one that is supported by
most of the advocacy groups supporting increased emphasis on physical fitness for
kids?

Mr. Secretary, I'm also concerned over significant cuts to the Impact Aid program,
which is of great benefit to many schools in Alaska, and I hope your staff will work
with our subcommittee to restore this important source of support to federally-im-
pacted school districts.

I look forward to your testimony Mr. Secretary and to your visiting Alaska in the
near future.

Senator SPECTER. Thank you, Senator Stevens.
Senator Harkin.

OPENING STATEMENT OF SENATOR TOM HARKIN

Senator HARKIN. Thank you, Mr. Chairman. I will try to be brief.
I would also ask that my full statement be made part of the record.

FISCAL YEAR 2004 BUDGET REDUCTIONS

I just want to associate myself with the statements of our chair-
man, Senator Specter, in his opening remarks. The President’s
budget would increase Education Department funding by $26 mil-
lion or .05 percent. It does not help schools meet the requirements
of No Child Left Behind.

In Iowa, it is estimated 56 percent of all the schools will be des-
ignated next year as needing improvement under the No Child Left
Behind law. It will go up even higher in years after that. But this
budget cuts funding for the No Child Left Behind programs by $1.2
billion from this year’s level.

Now I noticed in your opening statement, you point out that the
President’s budget represents more than a 25 percent increase
since 2001. Well, thanks to Congress. In spite of the President’s
budget, we increased it that much. The President’s budget did not.
We did here in the Congress on a bipartisan basis. I just think that
the cuts that are made in the budget request from this year’s level
are really unconscionable.

The $400 million cut for 21st Century Community Learning Cen-
ters would mean no more after-school services for 550,000 children.
Surely the administration does not think kids will be better off
alone or home alone or out on the streets than in after-school pro-
grams in school-based settings.

RURAL EDUCATION PROGRAM CUT

I also want to again repeat for emphasis’ sake what the chair-
man said. The $167 million cut in the Rural Education program is
really not acceptable. That zeroes out the whole rural education
fund program that we had specifically outlined. It is important to
my State of Iowa. It has never been a partisan program, Repub-
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lican or Democrat. It was authorized in No Child Left Behind. It
has broad support here. And yet the administration wants to zero
it out.

PREPARED STATEMENT

Mr. Secretary, again, I just repeat: This budget is totally inad-
equate. And it is leaving us in a heck of a situation here to try to
correct it and get the education funding back up. Again, as you
know, I have personally a high regard for you and respect for you.
But this budget from the administration is just unacceptable.

Thank you, Mr. Chairman.

[The statement follows:]

PREPARED STATEMENT OF SENATOR TOM HARKIN

Mr. Secretary, thank you for joining us today for this hearing. I believe this is
your third appearance before this subcommittee.

We've had some vigorous debates in the past, and maybe we’ll have another one
today.

Unfortunately, once again I am disappointed in the President’s proposed budget
for education. Overall, it would increase Education Department funding by just $26
million. That’s just 0.05 percent—it doesn’t even cover inflation.

The President’s budget is far from adequate to help schools meet the requirements
of the No Child Left Behind Act.

In Iowa, many parents and educators are just now coming to grips with the fact
that next year, an estimated 56 percent of all the schools in the state will be des-
ignated as “needing improvement” under this new law. The numbers will go up even
higher in the years after that.

But what does this budget do? It cuts funding for No Child Left Behind programs
by $1.2 billion from this year’s level. That is unconscionable.

I am particularly disturbed by the proposed $400 million cut for 21st Century
Community Learning Centers. This cut would mean no more afterschool services for
550,000 children. Does this administration really think that children will be better
off at home alone or out on the streets than in a school-based, afterschool program?

But beyond the question of funding, I'm frustrated by the Administration’s dis-
regard for Congressional priorities when it comes to programs like rural education,
dropout prevention, and dozens of others that the President plans to eliminate.

Take the rural education program, which is particularly important for my state
of Iowa. This is not a Democratic program or a Republican program. It is a bipar-
tisan program authorized in the No Child Left Behind Act. It has broad and strong
support in Congress. It helps a group of students that are particularly at risk of
being left behind.

Members from both parties understand this. And yet the Administration wants
to zero it out.

Mr. Secretary, you know I have a great deal of respect for you personally. I know
you want all children to succeed. But this budget will not do the job. I assure you
that I and others on this subcommittee will do everything we can to increase fund-
ing for education in the months ahead.

I look forward to hearing your statement and discussing this more in the ques-
tion-and-answer period.

Senator SPECTER. Senator Murray, would you care to make an
opening comment?

OPENING STATEMENT OF SENATOR PATTY MURRAY

Senator MURRAY. Mr. Chairman, I know we have a short amount
of time, and we want to hear from the Secretary and have a oppor-
tunity to ask our questions. So I will submit my statement for the
record.
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BUDGET CUTS AND NO CHILD LEFT BEHIND ACCOUNTABILITY

But I want to associate myself with the remarks made by both
the chairman and the ranking member. I find the President’s budg-
et to have serious shortfalls. And I think all of us who have been
home are hearing screaming and yelling from our States. Everyone
wants to meet the accountability requirements of No Child Left Be-
hind, but at this point they really believe this is an unfunded man-
date that has been passed down to them because we have not fol-
lowed through with the resources.

PREPARED STATEMENT

I agree that zeroing out funding for impact aid and rural edu-
cation reductions in everything from after-school programs to safe
and drug-free schools, not meeting the commitments of Title I, all
of it just puts our schools at a serious disadvantage in trying to
meet the accountability requirements they really want to meet.
They want to work with us to do that. So I am very disconcerted
by the President’s budget. And I have some questions, and I will
ask them during the round.

Thank you very much.

[The statement follows:]

PREPARED STATEMENT OF SENATOR PATTY MURRAY

Thank you Mr. Chairman for giving us this opportunity to discuss the Adminis-
tration’s fiscal year 2004 budget with Secretary Paige. And thank you Secretary
Paige for being here today.

T'd like to remind everyone of the context in which we sit here today. The Admin-
istration has sent us a budget that proposes a $1.2 billion cut in funding for the
No Child Left Behind Act, while funding a $1.4 trillion tax cut. This budget re-
quest—with its meager investment in funding for the No Child Left Behind Act—
fails our children and fails their future. It fails the very promise that the President
made to students when he signed the No Child Left Behind Act just two years ago.

Leaving no child behind is a noble goal, and with bipartisan support, we passed
an education reform bill to meet that goal. But this budget does not come close to
meeting the needs of our students or keeping the promises of that legislation. When
we passed the No Child Left Behind Act, we passed it based on two commitments.
First, we would hold schools accountable for their progress, and second, we would
provide schools with the resources to meet those new requirements.

We'’re certainly keeping the first part of that bargain. But this budget suggests
that the Administration does not intend to keep the second part of their promise.
Why is this Administration willing to keep the commitment to identify schools in
need of improvement, but unwilling to keep the commitment to provide the re-
sources for those schools to improve?

Let me highlight a few of the ways this budget shortchanges America’s students.
This budget could cut funds for after school programs for more than 500,000 latch
key children. That’s on top of the more than 6 million latch key children we’re al-
ready not serving. It leaves 6 million of our most disadvantaged students behind by
not providing the Title I funding they need. Among other things, it also falls short
on funding for teacher quality and class size reduction, for English language acquisi-
tion, for Impact Aid for Safe and Drug Free Schools, and for rural education.

At a time when we are demanding more than ever from our students, teachers
and schools, this budget does not invest more in them. At the Department of Edu-
cation you are no doubt getting a bird’s eye view of how hard our states are strug-
gling to implement this law. Everywhere I go in my home state of Washington I
hear from educators who believe in the goals of the No Child Left Behind Act.
They’re willing to work as hard as they have to do to make it work. But they can’t
do that without resources. That’s why the bill promised significant increases in re-
sources.

Leaving no child behind means making serious investments in things like Title,
IDEA, smaller classes, teacher quality and after school programs. These are the
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type of real reforms that will make a difference for our students, and these are the
reforms that are underfunded or cut in President Bush’s proposal.

Senator SPECTER. Senator Landrieu, would you care to make an
opening statement?

OPENING STATEMENT OF SENATOR MARY LANDRIEU

Senator LANDRIEU. Yes, I do. Thank you.
And welcome, Mr. Secretary.
Secretary PAIGE. Thank you.

BUDGET REDUCTIONS AND NO CHILD LEFT BEHIND

Senator LANDRIEU. I look forward to continuing to work with you
as we fashion a stronger accountability program for our Nation’s
schools. But just a note: I associate myself with the remarks pre-
viously made. I want to go on record as saying that the President’s
budget is wholly inadequate to support the commitment that he
made personally to the schools in Louisiana and to the schools
throughout our Nation. He reneged, in my opinion, on his promise
to fund the Leave No Child Behind Act.

I think it is the height of hypocrisy for him to open his budget
with the quote “The time for excuse-making has come to an end.”
The President himself continues to make excuses to this Congress
about why he cannot find the money to meet the commitment that
he made specifically to Title I and to Special Education.

There was no, to my knowledge, misunderstanding in these nego-
tiations. I was in the room when the negotiations were made. It
was very, very clear in the negotiations made on Leave No Child
Behind that Congress would adopt the testing requirements and
the President would step forward with the funding. Well, he
reneged on this promise. He continues to make excuses and I think
it is a shame.

LOUISIANA ACCOUNTABILITY SYSTEM

Second, I want to say that there are five States in this Union,
Louisiana being one of them, that have an extraordinary account-
ability system that was in place long before the one that we de-
signed went into effect. My superintendents and my principals
have been operating this system with extremely good results. I am
t?‘}‘d the current Federal law is in some ways in conflict with their
efforts.

Louisiana is not asking, Mr. Chairman, for lower standards, we
are asking for using common sense. I know the Secretary is aware
of Louisiana’s situation and I would like you to personally examine
our unique situation and try to respond as soon as possible.

[TThe information follows:]

LOUISIANA STATE ACCOUNTABILITY PLAN UNDER NO CHILD LEFT BEHIND

Louisiana’s plan for an accountability system, which both builds upon the State’s
existing accountability system and responds to the No Child Left Behind (NCLB)
Act requirements, has been approved by the U.S. Department of Education. Lou-
isiana is the 11th State to gain approval of its State accountability plan.

Included below is the April 17, 2003 U.S. Department of Education Press Release
announcing the approval of Louisiana’s plan. Information on the No Child Left Be-
hind Act may be found at the No Child Left Behind website: /http://www.nclb.gov/
. A copy of the Louisiana State Accountability Plan, along with other approved State
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plans, may be found at the Ed website: http:/www.ed.gov/offices/fOESE/CFP/csas/
index.html.

PAIGE APPROVES LOUISIANA STATE ACCOUNTABILITY PLAN UNDER NO CHILD LEFT
BEHIND

BaTON ROUGE, LA.—Louisiana has completed work on a plan for a strong state
accountability system aligned with the No Child Left Behind Act (NCLB) of 2001,
U.S. Secretary of Education Rod Paige announced today.

Paige made the announcement today during a visit to the state capitol where he
was joined by Governor Mike Foster and State Superintendent Cecil Picard.

“Louisiana has built upon its existing state accountability system to produce an
even stronger and more cohesive plan to benefit every child in the state,” said Paige.
“I congratulate Superintendent Picard and Governor Foster for this step forward.
Louisiana has a distinguished history of education reform and cutting-edge work in
assessment and accountability. With these improved accountability provisions and
an established record of reform, Louisiana is firmly on the path to ensuring that
no child is left behind.”

Under NCLB’s strong accountability provisions, states must describe how they
will close the achievement gap and make sure all students, including disadvantaged
students, achieve academic proficiency. In addition, they must produce annual state
and school district report cards that inform parents and communities about state
and school progress. Schools that do not make progress must provide supplemental
services such as free tutoring or after-school assistance, take corrective actions
and—if still not making adequate yearly progress after five years—must make dra-
matic changes in the way they operate.

Louisiana is the 11th state to gain approval. Other states whose plans have been
approved include Colorado, Delaware, Indiana, Kansas, Maryland, Massachusetts,
Mississippi, New York, Ohio and West Virginia.

No Child Left Behind is the landmark education reform law designed to change
the culture of America’s schools by closing the achievement gap, offering more flexi-
bility, giving parents more options and teaching students, based on what works.
Foremost among the four key principles is an insistence on stronger accountability
for results. To achieve that, states must develop strong accountability systems or
improve those already in place, establish high standards and hold all children to the
same standards. They also must provide instruction by highly qualified teachers
that results in steady progress and, ultimately, proficiency for all students by the
2013-14 school year.

Secretary Paige recently asserted that the new law aims to correct the “previous
and pervasive separate and unequal education systems that taught only some stu-
dents well while the rest—mostly poor and mostly minority—floundered or flunked
out.”

All states submitted draft accountability plans to the U.S. Department of Edu-
cation by the Jan. 31 deadline. Following an initial review and technical assistance,
if needed, the next step is on-site peer review of each state’s proposed accountability
plan. Teams of three peer reviewers—independent, nonfederal education policy, re-
form or statistical experts—conduct each peer review. Following a review of the
team’s consensus report, the department provides feedback to the state and works
to resolve any outstanding issues. Ultimately, Paige approves the state plan, as he
did today.

To date, 47 states and the District of Columbia and Puerto Rico have had peer
reviews of their accountability plans. Additionally, the senior staff of the Depart-
ment of Education has finished meeting with education officials from the states to
discuss the specifics of their plans and the unique challenges and issues in each
state.

Despite all the priorities competing for our tax dollars, President Bush’s budget
boosts federal education funding to $53.1 billion—an $11 billion increase since the
president took office. Louisiana alone will receive more than $914 million, including
$385 million to implement NCLB. If the president’s budget is approved, federal edu-
cation funding for Louisiana will have gone up $166 million since he took office.

Louisiana’s plan will be posted online in the coming days at: http:/www.ed.gov/
offices/OESE/CFP/csas/index.html.

For more information about the No Child Left Behind Act, go to
www.nochildleftbehind.gov.
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STATE ACCOUNTABILITY PLANS UNDER NCLB

Senator SPECTER. Senator Landrieu, could you conclude your
opening statement?

Senator LANDRIEU. Yes, I will.

The reason, Mr. Chairman, I raise this is because this trend
could be quite discouraging to the other States. If the five States
that are moving forward so aggressively are discouraged from their
efforts, then I fear that all the other States will be discouraged and
we will be defeating our purpose.

PREPARED STATEMENT

I would end my remarks by saying: The time for excuses is over.
The President and his administration should be the ones that stop
making excuses and be a good example for everyone else.

Thank you.

[The statement follows:]

PREPARED STATEMENT OF SENATOR MARY LANDRIEU

Thank you, Mr. Chairman. Mr. Secretary, thank you for being here this morning.
As evidenced by my work in passing the No Child Left Behind Act, I believe whole-
heartedly in this law’s founding principles: accountability for results, flexibility and
local control and the targeting of resources to the school districts, who because of
a lack of local revenues, are most in need of federal assistance. The State of Lou-
isiana is proud to be a leader in the effort to hold schools and districts accountable
for performance. In fact, a nationally renowned publication, Education Week, re-
cently singled out our statewide accountability system as being amongst the best in
the Nation. I remain hopeful that accommodations can be made by your department
to allow this success to continue.

I would like to begin my comments here this morning with a quote from the
speech that President Bush delivered on January 8, 2003, the day he signed the
NCLB Act into law. He said, “the time for excuse making has come to an end.” The
President is right, we can no longer allow excuses to stand in the way of all of our
children receiving a high quality education. The future of our National economy is
dependent on our ability to replace excuses with results. But what I think may be
lost in the translation, is that the time for excuse making has come to an end for
us all. It is no longer appropriate for the federal government to excuse themselves
from their responsibility to America’s public school system.

Mr. Secretary, as you know there were a lot of things written into to law by the
No Child Left Behind Act. I would like to call your attention to Section 1002 of Title
I of this bill. It is here that we made the commitment to increase Title I by $2.5
billion a year for the next six years. In addition, in Section 4206, of this bill we care-
fully laid out the funding for the 21st Century After School program. In both cases,
the amount of the increases were the result of a carefully constructed compromise
between the White House and members of Congress who felt that reform and re-
sources for reform must go hand in hand. Despite this, the President’s budget only
calls for an $650 million increase over last year for Title I and perhaps even more
shocking, calls for a reduction of $400 million in after school. By doing this, the
President, in essence, excuses himself from the requirements of these sections of the
NCLB act while at the same time insisting that States, locals and schools be bound
to all other requirements of this bill.

In addition, the President insisted that all new programs, particularly in reading,
be research based programs and then excuses himself from the federal commitment
made to provide the funding to promote this research and best practices through
programs such as the Comprehensive Regional Assistance Centers and the Eisen-
hower Regional Math and Science Consortia. In my state of Louisiana, these pro-
grams are crucial to our ability to translate research into effective practice. The ra-
tionale behind these cuts, I am told, is that States are allowed to use their limited
Title I dollars to fund research and best practices at the local level and it is the
view of this Administration that the states are better suited than Universities and
Regional Academic Consortia to engage in this practice. Not only does this policy
add to the burden on states to choose between the many needs of limited Title I
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funds but it also wrongly assumes that states are better equipped to perform this
function.

The most disturbing excuse of all, however, is that these smaller than promised
increases and cuts are the consequence of a deficit budget and the costs of the war.
True, these efforts will require the majority of our attention and resources. Yet,
while the President is saying that his recommended increase are all our current fis-
cal status will allow he is at the same time able to find the resources to fund $100
million mentoring program, $75 million school choice demonstration program and a
$2,500 tuition tax credit for children who transfer to a higher performing schools.
While each of these programs may be worthwhile, I can’t help but wonder if it is
appropriate for us to be spending our precious resources to give a few students the
option to attend a better school instead of funding the reform necessary to give all
students the opportunity to succeed.

Mr. Secretary, there are a lot of good things in this budget, but there are also
a lot of excuses. I hope that we can work together to make the targeted investments
necessary to provide the high quality education our children need and deserve.

Senator SPECTER. It is not customary to have anybody but the
chairman and ranking make an opening statement. But in view of
the limited number of people here, I try to extend the courtesy. But
they have to be brief in the context where we are having another
hearing at 10 o’clock.

Mr. Secretary, the floor is yours.

SUMMARY STATEMENT OF HON. RODERICK PAIGE

Secretary PAIGE. I will be very brief, Mr. Chairman. And thank
you so much for this opportunity to come. Ladies and gentlemen,
thank you. I have just a brief statement here.

In total, the President’s budget demonstrates his ongoing sub-
stantial commitment to supporting educational excellence and
achievement. More importantly, it reaffirms that the Federal sup-
port for education is about more than money. It is about reform
through high standards and through leadership and through the
use of proven education methods. Only through the combination of
these resources, with effective leadership exemplified in the Presi-
dent’s No Child Left Behind initiative, can America’s children and
adults benefit.

PREPARED STATEMENT

I will end this by asking that you recognize that the President’s
2004 budget request is somewhat unusual in that it was developed
before the Congress completed its work on the 2003 appropriations.
The request for the Department of Education reflects the adminis-
tration’s relative priorities at that time within the overall 2004 dis-
cretionary totals. We are prepared to work with the Congress to ad-
just some of these priorities in light of the 2003 appropriations, as
long as the overall discretionary appropriations do not exceed the
total of the President’s budget.

Mr. Chairman, with that abbreviated statement in vieu of the
time, I end my statement.

[The statement follows:]

PREPARED STATEMENT OF HON. RODERICK PAIGE

Mr. Chairman and Members of the Committee: Thank you for this opportunity to
testify on behalf of President Bush’s 2004 Budget for the Department of Education.
I am proud to appear before you today, discussing the many ways that President
Bush’s 2004 Budget and other initiatives support educational opportunity for Amer-
ican children and adults.
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As you know, earlier this year we celebrated the first anniversary of the No Child
Left Behind Act of 2001, which President Bush signed into law on January 8, 2002.
State officials, administrators, and teachers across the country now are working
hard to strengthen their accountability systems, identify research-based strategies
for improving student achievement, and offer new choices to parents whose children
attend low-performing schools.

The President’s budget seeks $53.1 billion for Department of Education programs
in 2004. That represents more than a 25 percent increase since 2001, and a 130 per-
cent increase in Federal education funding since fiscal year 1996. Key requests for
the cornerstones of the Federal role in education include:

—$12.4 billion for Title I, a 41 percent increase since the passage of No Child Left

Behind,;

—$9.5 billion for IDEA grants to States, a 50 percent increase since he was elect-

ed President; and

—$12.7 billion for Pell grants, for a record 4.9 million students.

In addition to discretionary spending, the President’s budget provides significant
mandatory support for education. The President seeks additional loan forgiveness
for teachers in high-demand disciplines. He also seeks changes in the tax code to
improve education. As you will recall, the President backs the CRAYOLA credit for
teachers, allowing them a $400 above-the-line deduction for out-of-pocket expenses.
He also continues to support the changes in last year’s tax law that help students
and families save for higher education.

In total, the President’s budget demonstrates his ongoing, substantial commit-
ment to supporting educational excellence and achievement. More importantly, it re-
affirms that Federal support for education is about more than money. It is about
reform through high standards, leadership, and the use of proven educational meth-
ods. Only through the combination of these resources with the effective leadership
exemplified in the President’s No Child Left Behind initiative can American children
and adults benefit.

Before I go into more detail about specific areas of our request, I want to recog-
nize that the President’s 2004 Budget request is somewhat unusual, in that it was
developed before the Congress completed its work on the 2003 appropriation. The
request for the Department of Education reflected the Administration’s relative pri-
orities—at the time—within the overall 2004 discretionary total. We are prepared
to work with the Congress to adjust some of these priorities, in light of the 2003
appropriation, as long as overall discretionary appropriations do not exceed the total
in the President’s budget.

IMPLEMENTING NO CHILD LEFT BEHIND

As President Bush said on the first anniversary of No Child Left Behind, “We can
say that the work of reform is well begun.” The Department of Education has ap-
proved the accountability plans of five States, and all remaining States submitted
their plans on schedule at the end of January. We will be working with these States
over the next few months to refine and complete those plans, and I am confident
that all States will be on board when the new school year begins next fall. Now that
the fiscal year 2003 appropriations bill has been completed and signed, the Depart-
ment will be able to provide States with more reliable estimates of the Federal fund-
ing that will be available for the coming school year.

The 2004 Budget request will help ensure that this work does not falter, but con-
tinues until, in the President’s words, “every public school in America is a place of
high expectations and a place of achievement.”

The request would provide $12.4 billion for Title I Grants to Local Educational
Agencies to help States and school districts turn around low-performing schools, im-
prove teacher quality, and increase choices for parents. This level represents a $3.6
billion increase, or 41 percent, in Title I Grants to LEAs funding since the passage
of No Child Left Behind. The budget also provides $390 million for State Assess-
ment Grants to help States develop and implement—by the 2005-2006 school
year—the annual reading and math assessments in grades 3 through 8 that are in-
tegral to the strong State accountability systems required by the new law.

We are seeking $1.05 billion for Reading First State Grants and $100 million for
Early Reading First, two programs that require State and local educational agencies
that receive funds to capitalize on recent research findings by supporting proven
methods for improving the reading skills of young children. A $185 million request
for Research, Development, and Dissemination would build on this research base
and fund new efforts to develop proven, research-based instruction in other subjects
like mathematics.



90

MORE CHOICES FOR PARENTS

No Child Left Behind provides unprecedented choice for parents of children in
low-performing schools. To support and enhance the law’s reforms, the budget pro-
vides $75 million for a new Choice Incentive Fund to increase the capacity of State
and local districts to provide parents, particularly low-income parents, more options
for obtaining a quality education for students in low-performing schools; $25 million
for Voluntary Public School Choice grants that would encourage States and school
districts to establish or expand statewide and interdistrict public school choice pro-
grams; and $100 million to expand the new credit enhancement program that will
help charter schools pay for school facilities.

IMPROVING AMERICA’S TEACHING CORPS

The President believes that well-prepared teachers are essential to ensuring that
all children reach high State standards. That is why in his budget he calls for over
$4.5 billion to support our Nation’s teachers. Included in this total is $2.85 billion
for Title IT Teacher Quality State Grants; more than $500 million in loan forgive-
ness and teacher tax reductions; an estimated $814 million in funds supporting im-
provement through Title I, Educational Technology State Grants, and Title III pro-
fessional development grants; $25 million for Troops to Teachers; and $190 million
for the high-need areas of special education and American history.

SPECIAL EDUCATION AND VOCATIONAL REHABILITATION

President Bush has demonstrated a strong commitment to improving educational
opportunities for children with disabilities, both by requesting significant annual in-
creases for Special Education Grants to States and in his determination to apply
the same rigorous accountability demanded by No Child Left Behind to the upcom-
ing reauthorization of the Individuals with Disabilities Education Act (IDEA). Over
the next year, we will be working with Congress to renew IDEA to strengthen ac-
countability for results, simplify paperwork and increase flexibility to do what works
based on sound research, and increase choice and meaningful involvement for par-
ents.

The President also recognizes, however, that educating students with disabilities
is a special challenge for States, school districts, and schools. This is why his budget
would provide $9.5 billion for Special Education Grants to States, the highest level
of Federal educational support ever for children with disabilities, and a $3.2 billion
or 50 percent increase in Grants to States since the President took office.

The 2004 budget also supports the reform of the Federal Government’s overlap-
ping training and employment programs, first proposed in last year’s budget, for in-
dividuals with physical or mental disabilities. A $2.7 billion request for Vocational
Rehabilitation (VR) State Grants would help State VR agencies increase the partici-
pation of those individuals in the labor force while at the same time reduce duplica-
tion and complexity in the operation of Federal training programs.

VOCATIONAL AND ADULT EDUCATION

The Administration also will be proposing fundamental changes to vocational and
adult education programs during their upcoming reauthorizations. For Vocational
Education, this means greater emphasis on student outcomes and stronger links
with high school programs, including activities supported by the ESEA Title I pro-
gram. Our request would provide $1 billion for a new Secondary and Technical Edu-
cation State Grants program that would create a coordinated high school and tech-
nical education improvement program in place of the current Vocational Education
State Grants program. The new program would build on No Child Left Behind by
ensuring that States and LEAs focus more intensively on improving student out-
comes, such as academic achievement, and that students are being taught the nec-
essary skills to make successful transitions from high school to college and college
to the workforce.

A $584 million request for Adult Basic and Literacy Education State Grants
would support reauthorization proposals that would strengthen accountability, re-
quire State standards for adult literacy activities leading to high school-level pro-
ficiency, and train teachers in the use of research-validated instructional practices.

POSTSECONDARY EDUCATION—GRANT, LOAN AND WORK-STUDY ASSISTANCE

Finally, our 2004 request would support more than $62 billion in grant, loan, and
work-study assistance to an estimated 9.2 million postsecondary students and their
families. The cornerstone of this assistance is a $12.7 billion request for the Pell
Grant program. Since taking office, President Bush has requested an unprecedented
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$4.7 billion in additional funding for this critical program. The 2004 request will en-
able almost 4.9 million students to receive a Pell Grant, an increase of 1 million
students or 25 percent since the President took office 2 years ago.

Our postsecondary student loan programs also continue to make available needed
assistance to millions of students and their families. For 2004, new student loans
provided under the Federal Family Education Loans and Federal Direct Student
Loans programs will grow from $44.3 billion to $47.6 billion, an increase of $3.3 bil-
lion or 7.4 percent. And these students are borrowing at the most favorable interest
rates in the history of the student loan programs—just 4 percent. At the same time,
student loan default rates remain low, reflecting both improved management prac-
tices and flexible repayment plans that can accommodate student needs both before
and after graduation.

LOAN FORGIVENESS FOR MATH, SCIENCE AND SPECIAL EDUCATION TEACHERS IN LOW-
INCOME COMMUNITIES

Also, the President is again asking Congress to approve his plan to provide addi-
tional loan forgiveness for highly qualified math, science, and special education
teachers who work in low-income communities. The President’s proposal will provide
up to $17,500 in loan forgiveness for teachers in these three fields who work for 5
consecutive years in schools that serve high poverty student populations. This is
more than three times the $5,000 in loan forgiveness now allowed for other qualified
elementary and secondary teachers serving low-income communities. This proposal
will help our neediest schools recruit and retain highly qualified teachers in fields
that have critical teacher shortages, as well as fields that face fierce competition
from the private sector.

TAX-RELATED ASSISTANCE IN PAYING COLLEGE COSTS

In addition to grants and loans, postsecondary students and their families benefit
from a variety of tax-related assistance in paying college costs passed as part of
President Bush’s tax proposal in 2001. Under the new tax law, families are able to
make tax-free withdrawals from pre-paid qualified State tuition savings plans, and
can contribute up to $2,000 to Education IRAs. Plus, students are eligible for up
to $4,000 in above-the-line deductions for higher education expenses. The tax bill
also eliminated the 60-month limitation on student loan interest deductions and in-
creased the income levels of individuals able to claim the deduction. This change
makes this tax benefit simpler to administer and increases the affordability of stu-
dent loan repayment. Additionally, the bill extended the income exclusion for em-
ployer-provided educational assistance and the benefit of the exclusion to graduate
level courses. Combined with other tax benefits already on the books, over $10 bil-
lion this year in tax breaks will be provided to working families who are struggling
to meet the skyrocketing cost of college and to students who are repaying their stu-
dent loans. The President’s 2004 Budget would make the important benefits pro-
vided in the 2001 tax law permanent.

HISTORICALLY BLACK COLLEGES AND UNIVERSITIES AND HISPANIC-SERVING
INSTITUTIONS

Our $224 million request for the Strengthening Historically Black Colleges and
Universities program demonstrates the President’s commitment to help close
achievement and attainment gaps between minority students and other students by
assisting institutions that enroll a large proportion of minority and disadvantaged
students. Similarly, a $94 million request for Hispanic-serving Institutions would
help increase academic achievement, high school graduation, postsecondary partici-
pation, and life-long learning among Hispanic Americans.

Overall, the President’s 2004 higher education budget proposal further dem-
onstrates his commitment to invest in the future of America’s neediest students at
all levels of education. The substantial funding increase we are seeking will help
millions of needy families pay for higher education and give millions of students the
opportunity to pursue their educational goals and make the most of their potential.

DEPARTMENTAL MANAGEMENT—CLEAN AUDIT

While No Child Left Behind reforms are asking States and schools to improve
their accountability in the use of education funds, we have tried to set an example
by improving our own management. Just last month, the Department of Education
received its first clean audit since 1997 and only the second in the history of the
Department.
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PRESIDENT’'S MANAGEMENT AGENDA—“GREEN LIGHT”

I am also proud to report that the Office of Management and Budget has given
the Department its seal of approval by giving us a “green light” for our progress
in improving management on all items in the President’s Management Agenda. This
is especially rewarding since we had to work our way up from the bottom on each
of the initiatives, ranging from financial management to electronic government to
linking program performance and budgeting.

PROGRAM ASSESSMENT RATING TOOL

Also, in the 2004 Budget, the Administration launched the Program Assessment
Rating Tool (PART) process to rate programs according to performance. The Presi-
dent’s goal was to rate 20 percent of all Federal programs in the first year. In the
2004 Budget, the Department of Education rated 18 programs, covering $28 billion,
or more than half of its appropriation. One finding was that many programs lacked
performance information. We will work on that in the future, because the PART
scores tend to fluctuate based on the strength of data about program success. The
PART is a new process and we look forward to increasing our ability to base budget
decisions on program effectiveness.

I believe we have a strong budget for education in fiscal year 2004, one that puts
significant resources where they can do the most to help improve the quality of edu-
cational opportunities at all levels of the American education system. I will be
happy to take any questions you may have.

RURAL EDUCATION

Senator SPECTER. Well, Mr. Secretary, thank you for those com-
ments. The critical aspect of what you said is that you will work
with us so long as it is within the total figure. And that is the prob-
lem, as to how to stretch the dollars to reach so many of these pro-
grams which will have to be cut.

Where there is such a major challenge with rural education, how
can we justify the elimination of the entire program with a $167
million cut? Rural education is important not only to Iowa, the
ranking member’s State, or Kansas, but also my home State, Penn-
sylvania, which has more people living in rural Pennsylvania, 2.5
million, than any State in the Union. How can we go back to justify
that to our constituents?

Secretary PAIGE. Yes. Mr. Chairman, let me respond to that by
using Alaska as an example, but the same thing will be true for
many of the other rural States. And we are learning a lot about
rural States, and we are moving now to have discussions specifi-
cally about that topic, about rural education.

The various representatives from these States have had a chance
to sit down with us, and we with them, to learn about their idio-
syncratic issues. We have learned an awful lot about these States.
And we are continuing to learn how we can be helpful to the
States. They have enlisted the help of very capable accountability
experts and are making noble efforts to include all students in
their accountability efforts.

Alaska has proposed a comprehensive accountability plan de-
signed to hold all schools, even small schools, accountable. And
what they are finding is a Department of Education that is willing
to serve as a partner with them to help overcome some of these dif-
ficulties. And the same thing is true with Nebraska.

Senator SPECTER. Mr. Secretary, how does accountability bear on
eliminating the funding for a program? Mr. Secretary, would you
give us a written answer there? We have a very limited amount of
time.
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Secretary PAIGE. Absolutely. I look forward to that, because I
think there are answers. And I would like very much to have a
chance to

Senator SPECTER. If you would provide it in writing, I would ap-
preciate it.

Secretary PAIGE. Absolutely. We will do that.

[The information follows:]

ELIMINATION OF RURAL EDUCATION PROGRAMS

We believe that providing funds through the large formula grant programs, cou-
pled with flexibility in using the funds, is the most effective way to help rural dis-
tricts to ensure that their students meet challenging State academic content and
student achievement standards. No Child Left Behind (NCLB) is intended to en-
courage a more comprehensive education reform strategy responsive to specific local
needs. We believe that school districts will identify problem areas, adopt scientif-
ically based improvement strategies, and use the flexibility of the NCLB Act to com-
bine Federal, State, and local resources to support those strategies. In this context,
the important question is not whether a specific program receives a particular level
of funding, but whether local officials make effective use of the total resources avail-
able.

In addition, recognizing the different needs of small, rural districts, NCLB pro-
vided those districts with greater flexibility in their use of Federal formula funds
than is available to other districts. For example, a district eligible for the Small,
Rural School Achievement program can consolidate its formula allocations from
three different programs (Improving Teacher Quality State Grants, Educational
Technology State Grants, State Grants for Innovative Programs, and Safe and Drug-
Free Schools and Communities State Grants) to carry out activities authorized by
any of the consolidated programs. In addition, rural districts are able to use the con-
solidated funds for activities authorized under Title I, Part A program, the Title III
(Language Instruction for Limited English Proficient and Immigrant Students) pro-
gram, and 21st Century Community Learning Centers.

Unlike districts that transfer funds under the State and Local Transferability au-
thority, the rural flexibility authority enables eligible districts to carry out activities
under the various authorities without having to meet separate program require-
ments. We know from discussions with States that eligible districts are taking ad-
vantage of this increased flexibility.

Rural districts not eligible for the rural flexibility authority may use the flexibility
allowed by the new State and Local Transferability Act, which allows a district not
identified for improvement under Title I to transfer up to 50 percent of its allocation
from four different formula programs to any of those programs or to use those funds
for Title I, Part A purposes.

GEAR UP

Senator SPECTER. The GEAR UP Program is also cut. That is the
other end of the spectrum, moving from rural education to inner
city. The GEAR UP Program has been advanced by Congressman
Chaka Fattah on the House side, and this subcommittee has added
enormous funds to it. GEAR UP seeks to intervene with seventh
graders who come from disadvantaged backgrounds, to provide
mentoring and close monitoring of individuals to try to work with
them through the next 6 years of their education before college and
then go on to college.

It seems to me that that is exactly the kind of a program we
ought to be emphasizing, where those inner city youth are most at
risk. Now should we not be adding funds to programs like that in-
stead of cutting?

MENTORING INITIATIVE

Secretary PAIGE. Yes. And that is why the President’s mentoring
initiative is such an important part of our request. What is in-
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cluded is, I think, $300 million over 3 years for a mentoring pro-
gram specifically for middle school students, where the need is
greatest, and to recruit mentors from all across the spectrum of
professional people who love children and are willing to work with
them. It is one of the most exciting mentoring programs that we
have seen anyplace.

So mentoring is a great concept. In fact, we believe that the most
important determinant of a child’s success or failure is the quality
of the adult relationships in their lives. And mentoring fills that
gap. So, far from not thinking it is a good idea, we think it is a
superb idea.

FLEXIBILITY OF NO CHILD LEFT BEHIND

Senator SPECTER. Mr. Secretary, let me move to one more ques-
tion before my time expires, because I am going to observe the
time, I will expect other members to do so as well.

Yesterday there were some representatives here, in what they
call the Creative Coalition, emphasizing education. And the group
had a number of high-powered performers. One of them was Ron
Reagan, Jr., another of whom was Fran Drescher, who made a very
impassioned plea for funding for the arts in schools. And she was
almost poetic in her characterization of the issue, trying to get
young people to love themselves instead of loathing themselves,
trying to be productive instead of destructive.

The question is: How can we structure funds from the Depart-
ment of Education to encourage or perhaps—well, “mandate” is a
word we do not like to use in the Federal Government, telling peo-
ple what to do in schools—but to see to it that there is more cre-
ative work on this very critical aspect of the educational process,
which is significantly ignored?

Secretary PAIGE. Yes. Mr. Chairman, I think many people miss
the power of the creativity that is unleashed by the flexibility in
the bill, the No Child Left Behind Act. It provides an opportunity
for people at the scene, the local level, who choose to focus on arts
or focus on other activities, or to be able to use funding flexibly to
support that. The amount of funding overall is up. The flexible
funding actually is a reallocation of funds, and putting it in local-
ities so that it can be used by those who are on the scene who can
make the judgments on where these funds would be best used.

There are places across our Nation that have high interest in the
arts. There are places that have interests in other priorities. Each
of these things can be met by the flexibility in the bill. So if we
just judge, make a judgment, that there is not a category with arts
in it and a large number attached to it, we fail to focus on the fact
that that possibility exists through election by the people who are
at the local level and who are best able to make those judgments.

IMPORTANCE OF READING AND READING INSTRUCTION

Senator SPECTER. Is art as important as reading?

Secretary PAIGE. I think reading is a fundamental activity. I
think it is the one upon which all other learning is based. And if
a child fails to read and fails to read early, all of the other activi-
ties, I think, are made much more difficult. And that is why the
President has focused so heavily on reading. About 50 percent of
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our special education students are there because they cannot read
or have never been taught to read properly. If we can conquer the
reading problem substantially, we will reduce the other problems.
Senator SPECTER. Senator Harkin.
Senator HARKIN. Thank you, Mr. Chairman.

FISCAL YEAR 2004 BUDGET REQUEST

Mr. Secretary, in your prepared statement and also in your
verbal statement here before us this morning—Ilet me get back to
it and read it. You said that the President’s 2004 budget request
is “somewhat unusual in that it was developed before the Congress
completed its work on the 2003 appropriation. The request for the
Department of Education reflected the administration’s relative
priorities, at the time, within the overall 2004 discretionary total.”

Secretary PAIGE. Yes.

Senator HARKIN. You said that. It is in your statement.

Secretary PAIGE. Absolutely.

Senator HARKIN. You also said, and I made note of this, “We are
prepared to work with Congress to adjust some of these
priorities”——

Secretary PAIGE. Yes.

Senator HARKIN [continuing]. “In light of the 2003
appropriation”——

Secretary PAIGE. yes.

Senator HARKIN [continuing]. “As long as overall discretionary
appropriations do not exceed the total in the President’s budget.”

Secretary PAIGE. Yes.

Senator HARKIN. Well, in plain English, what you are saying is
that the President would support cutting funding for some other
Cabinet agencies to increase funding for education. Is that right?

TOTAL EDUCATION BUDGET REQUEST

Secretary PAIGE. I think it would be best to characterize my
thoughts about that in this fashion: That given all of the other
competing priorities for funds, the appropriate funds to support
education would be the $53.1 billion that the President has rec-
ommended.

ADJUSTMENTS TO FISCAL YEAR 2004 EDUCATION REQUEST

Senator HARKIN. Oh. Oh, so you are not saying that you want
any—wait a minute. Let me go back to this statement. You said
that “we would work to adjust these priorities.” You do not mean
any more money. You say—what you have requested in the budget
is the maximum. That is what you just said just now.

Secretary PAIGE. Yes. What we request in the budget is our view
of the appropriate funding level for education. Some of the cat-
egories inside the request might be higher, viewed as having a
higher priority than others. Those kinds of adjustments are en-
tirely possible.

Senator HARKIN. Oh, I see. Let me get this straight. What you
are saying, Mr. Secretary, is that when you are talking about ad-
justing some of these priorities, you are talking about within that
amount that you submitted.
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Secretary PAIGE. Yes.

Senator HARKIN. You are not saying that you could get any more
than that.

Secretary PAIGE. Yes. I am saying that it is our view:

Senator HARKIN. That is not what your written statement said.
Your written statement said the request for the DOE

Secretary PAIGE. Yes.

Senator HARKIN [continuing]. “Reflected the administration’s rel-
ative priorities, at the time, within the overall 2004 discretionary
total.”

Secretary PAIGE. Yes.

Senator HARKIN. And you said, “We are prepared to work with
Congress to adjust some of these priorities, as long as overall dis-
cretionary appropriations,” that is, total

Secretary PAIGE. Yes.

Senator HARKIN [continuing]. “Do not exceed the total in the
President’s budget.” So what that says to me is that the President,
and you, are saying that you are willing to increase funding for the
Department of Education as long as you cut it someplace else. Is
that right, or that is not right?

Secretary PAIGE. Yes, that is exactly right. That is what we are
saying.

Senator HARKIN. You are—oh. So this is different than what you
just said about 2 minutes ago.

Secretary PAIGE. Okay.

Senator HARKIN. Let us see if we can speak to each other here.

Secretary PAIGE. Okay. Let us try that.

Senator HARKIN. Let us try to speak to each other.

Secretary PAIGE. Okay.

Senator HARKIN. Are you saying that the President would be
willing to cut some funding in other Cabinet agencies to increase
funding for education?

Secretary PAIGE. No.

We are speaking about the $53.1 billion for education and adjust-
ing the priorities within it.

Senator HARKIN. Oh, I see.

Secretary PAIGE. Yes.

Senator HARKIN. The President will not support more than $53.1
billion.

Secretary PAIGE. I am not speaking for the President with regard
to that statement. The statement that I am making is that within
the $53.1 billion in our budget, it is our view of the appropriate
spending level for education. And inside that $53.1 billion,
adjustments——

Senator HARKIN. Well, that is not what your statement says.

Secretary PAIGE. Give me just a minute. Give me just a minute.

Senator HARKIN. That is not what your statement says. But we
have to figure this thing out. I am just trying to get a handle on
whether or not we might have some hope here. Is hope alive or
not?

Secretary PAIGE. Okay. Let me try it again. And I have some
more counsel here.
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ADJUSTMENTS TO THE FISCAL YEAR 2004 EDUCATION REQUEST

Within the overall President’s budget, we can work with some
adjustments in education. It might go higher than $53.1 billion for
education, as long as the overall spending in the budget does not
increase.

Senator HARKIN. Then back to my point: If that is the case, then
there has to be some cuts in other Cabinet agencies.

Secretary PAIGE. That is true.

Senator HARKIN. And the President would be willing to support
that.

Secretary PAIGE. That is right.

Senator HARKIN. Do we have any suggestions where the Presi-
dent might be willing to cut other departments, so that we can
have more money for education?

Secretary PAIGE. We do not have those suggestions presently.

Senator HARKIN. Could we expect to get something like that from
the administration?

Secretary PAIGE. I am sure we can.

Senator HARKIN. Well, this committee, I am sure, Mr. Chairman,
would love to have some guidance and some suggestions from the
administration, since we appropriate money for all of the Cabinet
agencies—not our subcommittee here, but the full Appropriations
Committee—about where we might cut some of the other depart-
ments to get money for education. To me, that is encouraging.
Thank you.

Secretary PAIGE. Mr. Harkin, if I could, the Office of Manage-
ment and Budget has been working with us. And I think the same
way in which we worked with you on the development of the 2003
bill, when the education budget went up and there were other pri-
orities, but it stayed within the President’s overall amount. During
the appropriations process, the administration will be happy to
work with Congress as long as the overall President’s number re-
mains the same.

Senator HARKIN. Thank you.

Thank you, Mr. Chairman.

Senator SPECTER. Senator Murray.

Senator MURRAY. Well, thank you, Mr. Chairman.

I assume from that conversation then that we can expect to see
a revised budget request from the Department of Education.

Secretary PAIGE. No. We are saying that we are willing to work
with the Congress and talk to you about those issues.

Senator MURRAY. But you are not going to give us a formal re-
quest of any kind so that we know how the President wants to set
these priorities?

Secretary PAIGE. That is correct.

FUNDING FOR TEACHER QUALITY IMPROVEMENT

Senator MURRAY. Well, okay. That makes it difficult for us, as we
try and manage this. But let me ask you about one of the biggest
challenges that I am hearing from the people in my State. They are
struggling to meet the requirements to have all teachers and most
paraprofessionals highly qualified by 2005, which feels like it is
fast approaching.
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Do you not agree that fulfilling that kind of mandate will require
significant investments in training and recruiting and retaining
and testing teachers in order to meet that requirement that we
have put forward, that all teachers and most professionals have to
be highly qualified by 20057

Secretary PAIGE. Yes, I do agree it will take significant resources.
And that is why the $4.5 billion in the President’s budget is there.

Senator MURRAY. But what I see in the President’s budget is
your request of $2.85 billion for Title II teacher quality, which is
what the mandate was under the bill. Last year we actually fund-
ed, in 2003, $2.95 million. So your request is below what we funded
in 2003. Now I know that you said that you had to prepare this
before we did the 2003 appropriations.

Secretary PAIGE. Yes.

Senator MURRAY. And despite the conversation you just had with
Senator Harkin, given that you are not going to send us a revised
budget, your budget actually calls for $2.85 billion—which is less
than we just appropriated for this year for meeting this require-
ment. I do not see how our schools are going to meet the require-
ments to have all our teachers and professionals highly trained
when we are providing them less money to do it.

Secretary PAIGE. When we discussed Federal funding for teacher
quality, preparation, and recruiting and retention, we have to look
at the full gamut of support available in the budget for that pur-

ose. And when you do that, it will total $4.5 billion, not just the
2.85 billion.

Mr. HANSEN. And if I might add, Senator Murray, that is an in-
crease even over and beyond the $4.25 billion that is in the current
2003 bill. If you look at our proposals on teacher loan forgiveness,
our troops-to-teachers, transition to teaching, other proposals, and
total what is provided for in our Title I program with the 5 percent
set-aside for teacher training

Senator MURRAY. With all due respect, let me just tell you that
when we worked on the No Child Left Behind, the authorization
for this requirement and this money were under the Teacher Qual-
ity State Grants. What you are now saying to us is that we are not
going to pay attention to the language of the bill and the Teacher
Quality State Grants. We are going to pull money from all these
other things that we do, and say that that counts.

Well, that is—you know, the schools are already using those
funds for specific things. We have added a new requirement, a new
accountability requirement, on top of that. And now you are just
saying: Use the money you use for something else. That is what it
sounds like to me that you are saying to our schools.

Secretary PAIGE. No. We are not saying that. What we are saying
is: All of the dollars in the budget for teacher quality improvement
are not captured under that line item that includes the $2.85 bil-
lion. There are other places.

Senator MURRAY. When we wrote the No Child Left Behind, the
teacher quality money was under the Teacher Quality State
Grants. That is what we expected to work with the administration
in good faith to increase the funding for.

Mr. Chairman, I know we do not have much time. I have a num-
ber of other questions I will submit for the record.
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PUBLIC SCHOOL CHOICE REQUIREMENTS

But I do have one question in particular that I wanted to ask
about, because a lot of our schools, in trying to implement the pub-
lic school choice requirements, are following your guidance. And
your guidance says, and I am going to quote it, “Lack of capacity
and health and safety concerns, including overcrowding problems,
do not excuse an LEA from meeting the Title I public school choice
requirement.”

Well, T know you are an educator. And you cannot believe that
it makes sense to transfer students to schools that are overcrowded
even to the point of causing health and safety concerns. So I am
very concerned about that language in your guidance, and I want
you to clarify it for us.

Secretary PAIGE. Our language in the guidance was as flexible as
we could make it under the language in the law. And so what we
were doing there was trying to provide as much flexibility as the
law permits us to provide in the capacity issue. We are fully aware
of the problems that capacity presents to teaching and learning.

TITLE IX ADVISORY COMMISSION RECOMMENDATIONS

Senator MURRAY. Well, I am deeply concerned about that. And
in my last 30 seconds, I want to just jump to one quick question
on Title IX. It is another issue that I have dealt with your office
on.
You said recently that you would consider only the advisory com-
mission recommendations on Title IX that are unanimous. And two
members, at least two members, of the commission have repudiated
their support for a number of those so-called unanimous rec-
ommendations in their minority report. And I wanted to find out
from you this morning if you will consider those recommendations
as unanimous or if you will respect the dissenting views on that
question.

Secretary PAIGE. The two persons that you refer to voted for the
ones that we agree are unanimous. They were a party to that and
had more participation and discussion than anyone there. They
were part of-

Senator MURRAY. Well, Mr. Secretary, I have talked——

Secretary PAIGE. They were part of the unanimous vote. That is
why it is unanimous.

Senator MURRAY. Well, I have talked extensively to them. And
they believe that the way the report was written was not the way
that their discussions were going. They have submitted a minority
report saying that they have dissenting views on that and do not
consider them unanimous. I hope that you take a look at that, be-
cause there is a lot of disagreement on that.

Secretary PAIGE. Senator, the other 13 members of the commis-
sion thought that their conduct with respect to that was very inap-
propriate. They voted for those issues that were unanimous.

Senator MURRAY. Mr. Secretary, again, with all due respect, I
hope that you look at the language of the minority report. They are
very specific in their concerns about how those were worded and
what the final outcome of that was.




100

Secretary PAIGE. The commissioners were advised even before
they had their first meeting that we wanted them to reach agree-
ment, consensus, and that those were the issues that were going
to be included, and that we are going to consider. Even before they
had their first meeting, they were advised about that. And so they
were fully aware of what the ground rules were and what the rules
of endgagement were before the meeting, before the report was pre-
pared.

Senator MURRAY. Will you look at the minority report?

Secretary PAIGE. I am going to look at the issues that were voted
on unanimously.

Mr. HANSEN. Mrs. Murray, I think it is important to note, too,
that Cynthia Cooper, who is the co-chair of the commission, takes
great issue with the representation of the other two commis-
sioners—and I think actually the transcript speaks very clearly as
well that everybody knew exactly what they were voting for. And
I think Cynthia Cooper spelled it out very clearly in the press con-
ference during the——

Secretary PAIGE. And not only Cynthia Cooper, the other mem-
bers of the commission as well.

Senator MURRAY. I hope we will have further discussion.

Thank you, Mr. Chairman.

Senator SPECTER. Senator Landrieu.

FEDERAL ROLE IN EDUCATION

Senator LANDRIEU. Mr. Secretary, do you agree that one of the
roles of the Federal Government is to try to close the opportunity
gap between the affluent districts in this Nation and the disadvan-
taged districts?

Surely, as your background suggests, you are aware that the
local school systems are funded, primarily through property taxes;
not in every case, but in most cases throughout the Nation. In
those school districts where there is a strong middle class or afflu-
ent area, property taxes are paid and therefore schools are fairly
well funded. In other areas that are poorer and more disadvan-
taged, where the property is not as valuable, there is by contrast
less money that goes into the schools.

In my view one of the roles of the Federal Government is to try
to close that gap and help those children that come from less afflu-
ent neighborhoods to actually have equal opportunity to succeed.
Do you agree?

Secretary PAIGE. Yes, especially if you mean by that the equity.
Our role is to—we have two roles—to ensure equity and to promote
excellence. And I would consider what you said ensuring equity.

TAX CREDIT PROPOSALS

Senator LANDRIEU. Well, I am very encouraged by that, because
I think that is absolutely what we should be doing. But I am per-
plexed and confused then about the President’s proposals. Two ini-
tiatives that I see outlined in this budget from your Department
and the President are to expand the Coverdell tax credit and then
to give an additional tax credit for up to $5,000 in tuition costs. In
order to get the tax credit, you would have to be able to have paid
$5,000 in tuition, correct?



101

How do those two programs, one that you are seeking to expand
and one that is brand new, meet the objectives that you just stat-
ed?

Secretary PAIGE. Well, we believe that one of our greatest
failings in education is tying a child to a school that is not serving
them well. And so the President is attempting here, and I agree
fully, to provide options for parents, so that if a school is not serv-
ing a child well, that child has other options. And this is a vehicle
to promote that possibility.

Senator LANDRIEU. Well, let us discuss that a minute. Explain to
me how a child that comes from a family that cannot afford even
$1,000 for tuition would be helped by these two programs. Go
ahead and explain that to me, if you would.

Mr. HANSEN. Well, the——

Senator LANDRIEU. In other words how does the tax credit work
for them?

Mr. HANSEN. Senator Landrieu, the tax credit, it needs to be
kept in mind, that it is an above-the-line tax credit. So it is specifi-
cally targeted to disadvantaged families. And I think it is

Senator LANDRIEU. Excuse me. Could you start again?

Mr. HANSEN. Sure. It is an above-the-line tax credit for families.
It is also important to note that the average tuition

Senator LANDRIEU. Excuse me. Hold on. Explain what you mean
by “above the line”?

Mr. HANSEN. It basically means that they are eligible for it no
matter what the rest of their tax is. If they do not owe any tax,
they still are eligible for the tax credit.

Senator LANDRIEU. That is true, but in order to get it, do they
not have to first pay the tuition?

Mr. HANSEN. That is correct. And that is also

Senator LANDRIEU. So a parent has to have the $5,000, or up to
half of $5,000, to pay for tuition before they can either claim the
credit. Explain to me then how the people in this country who have
two children and who, let us say, make the minimum wage can af-
ford $10,000 in tuition they must pay to be eligible for this credit.

Try to explain that to me how someone pays rent, buys food and
clothes, and then pays $10,000 tuition, what benefit are you are of-
fering them.

Secretary PAIGE. There are—go ahead.

Senator LANDRIEU. Go ahead, Mr. Secretary. That would be good.

Secretary PAIGE. There clearly would be many people where this
would be a burden. And they would have to find other sources. This
category would meet some of the needs for some of the parents.
There are other parents who would have to look to other sources.
And there are other sources. This is just one of many mechanisms
that are designed to provide options for parents.

Senator LANDRIEU. Well, I will finalize this point with my 37 sec-
onds left. What you just stated, goes in direct contradiction to your
goal, which according to your testimony is to help those parents
that need the help the most, because the gap is so great. The pro-
grams that you are proposing in this budget go against that prin-
ciple.
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I am going to do everything I can to oppose these two programs
and instead try to support the public schools, as well as choice for
parents, real choice that means something to them.

Thank you.

FISCAL YEAR EDUCATION BUDGET PRIORITIES

Mr. HANSEN. Senator Landrieu, if I could, I think it is important
to note that the top three priorities in our budget were a billion-
dollar increase in the Title I program, with all money in the tar-
geted program; the billion-dollar increase in the Special Education
program, which serves the most educationally disadvantaged chil-
dren in our country. It also included a $1.9 billion

Senator LANDRIEU. I

Mr. HANSEN [continuing]. Let me finish, please—a $1.9 billion in-
crease for our Pell Grant program. Ninty percent of those dollars
go to families making less than $40,000. So all of our programs are
geared to help those who need it the most. This tax credit, if people
do not take it, it does not go to wealthy families. It is opportunities
for those families that

Senator LANDRIEU. I did not say it went to wealthy families. Mr.
Chairman, I want to get this on the record. I did not say it went
to wealthy families. I do not have a problem helping wealthy fami-
lies. My problem is when resources are limited we should help the
poor families first, the middle-income families second, and the
wealthy families third. Your budget does not reflect that principle.
I disagree with it.

Mr. HANSEN. Our budget does do that.

IMPORTANCE OF ARTS EDUCATION

Senator SPECTER. Mr. Secretary, my concluding question to you
was about focusing on the arts. And reading, obviously, is the crit-
ical issue on education of young people. And mathematics is not far
behind and so many of the substantive issues, history and civics,
health courses. But I would appreciate it if you would direct some
special attention to what might be done to stimulate the arts.

I started to tell you about this group of The Creative Coalition.
A young woman, Fran Drescher, and young Ronald Reagan, and
others make such a compelling case. And the emotionalism and
self-worth that comes from theater and art are so important that
I would like you to take a special look at it.

Now I am not quite sure how we get there, because we do not
direct the local boards as to what they do. But there are ways that
we can encourage it, perhaps.

Secretary PAIGE. Senator, we have a special interest in the arts.
So we would be happy and pleased to do that.

Senator SPECTER. Okay. We would appreciate that.

ATHLETIC OPPORTUNITIES FOR WOMEN AND GIRLS

The issue on Title IX with respect to athletic opportunities has
been of great concern. I appreciate your focus on athletic opportuni-
ties for women and girls. It has been really amazing to see the
women compete in basketball. In a bygone decade, that would have
been thought to be unobtainable. So much of the funds are directed



103

to men’s sports because they are big moneymakers, big television,
NCAA, et cetera.

But with what we have now seen as to the competitive capabili-
ties of young women and what a vital part it plays in the edu-
cational process and the development of women and girls, I think
that is a line which we have to take really very positive steps to
promote.

Let me turn to a question, Mr. Secretary.

Oh, do you want to make a comment?

Senator Harkin, sotto voce—in fact, not sotto voce. Everybody in
the room heard it.

He has a great article titled: “Strike Up the Band, keep music
in schools.” And in light of our limited time, we will just make this
a part of the record. We will get a copy for you to read, Mr. Sec-
retary.

Secretary PAIGE. Thank you.

Senator HARKIN. I would like to have you read this. It was writ-
ten by the former CEO of Meredith Publishing Company. It is a
great article about the arts and school music. It is really a great
article, in light of what the chairman was just saying.

[The information follows:]

[From the Des Moines Register, March 25, 2003]

STRIKE UP THE BAND (AND KEEP MUSIC IN SCHOOLS); IowA VIEW

(By James A. Autry)

I have just returned from a magical mystery tour in which I witnessed a trans-
formation from the ordinary to the sublime. The thing is, this happens all the time
but not many of us get to see it from beginning to end. You have to be in the right
place at the right time. I was.

But I get ahead of myself.

First, let me begin with a confession: On Saturday night, March 15, I let go of
my adult inhibitions in the midst of 149 teenagers, and screamed myself hoarse.

It happened when the chairman of the Heritage Music Festival at Disneyland an-
nounced that the top festival award was being presented to Des Moines Roosevelt
High School. I jumped to my feet, pumped my hands in the air and yelled my fool
head off.

I was as caught up in the moment, as excited and exhilarated as those band, or-
chestra and chamber choir students who had traveled to Anaheim on March 12 for
four days of fun and festival, and who were taking home the top honors.

Later, I wondered if anyone would notice; if the media would bother with a musi-
cal triumph when there’s so much to be written and shown about the triumphant
world of sports.

I wondered how many people know there are more kids involved in public school
music than in all the sports put together.

And I thought about the proposed cuts in music programs, and the havoc that
may cause for bands, orchestras, choirs, and choruses as they have cuts and changes
in teaching staff, plus diminished resources all around.

I am not attacking the administrators or the school board. I am painfully aware
of their difficult choices, and the so-called “Leave No Child Behind Act” puts no em-
phasis on art and music programs.

My purpose is simply to assert that life is about more than the basic “3 Rs.” What
students learn from music and art programs can’t be taught anywhere else.

As a consultant and author, I work with companies that stress teamwork and
cross-functional projects. I tell managers to stop using the metaphor of sports teams,
with their superstars and bench-warmers, and think of a band or orchestra in which
every player has an important role, in which the greatest accomplishment is the en-
semble.

Isn’t this what good organizations are about, what a democracy is about, what
communities are about?
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There is no better education—repeat, no better education—for becoming a produc-
tive member of society than participation in a musical ensemble. In a band or or-
chestra or chorus, no child is ever left behind.

And I know. Our son Ronald, now a senior at Roosevelt, has autism. He’s not the
most accomplished musician in the band, but he always gives it his best effort. And
the band has been a defining activity for him. I can’t imagine how his high school
experience would have been without band.

While I think of the band as having put a little magic in Ronald’s life, that’s not
the magic or the mystery I started writing about. Just as the awards ceremony was
not the high point of the Anaheim trip.

That came earlier in the day when the symphonic band, chamber orchestra and
chamber choir performed. My description: an utterly mystical experience.

How else would you explain the transformation of typical teenagers into divinely
performing musical ensembles? Picture busloads of young people looking and acting
as young people do, dressed in a strangely conformist style (boys in baggy jeans, the
waistline relocated somewhere around the the mid-to-lower buttocks, girls with low-
cut jeans and bare bellies) and talking with one another in a language hardly intel-
ligible to aging adults.

Then picture those same kids in tuxedos and long, black evening dresses, in-
tensely attentive and concentrating fully on their instruments (or voices) and the
directions of the conductor, and producing music of a quality unimaginable from
high school musicians back when I was one.

It is a mystical transformation brought about by two factors:

One is the transcendent quality of music that inspires kids to reach beyond them-
selves to perform at their peak.

The key factor: teachers. I sit in awe of these educators—in this case, Treg
Marcellus, Joseph Rich, Sandra Tatge and John Wallag—who devote their lives to
bringing forth exquisite music from young people who, when they begin, can’t imag-
ine the possibilities of what beauty they can create together.

I wish everyone in Des Moines could have the experience I've just had. They
would be proud of the performances and the awards, but they’d be equally proud
of how the students behaved and represented our city and state.

I can’t imagine school activities that produce more positive, lifelong outcomes than
these music programs. They deserve everything we can do to preserve them.

Senator SPECTER. Thank you, Senator Harkin, for insisting on
not interceding.

Senator Harkin and I always have a good time, in addition to
being very cooperative in how we handle these issues.

CAMPUS CRIME AND CLERY ACT ADMINISTRATION

Now, Mr. Secretary, on the subject of campus crime, we had a
particularly heinous rape/murder in Pennsylvania which inspired
the parents of the victim to come forward on a crusade, which has
been so well focused on trying to inform parents and students who
are going to college campuses what kind of risks they might expect.
And the Department prior to your administration had not done a
very good job in administering these campus crime informational
requirements.

We have provided you with $750,000 to provide institutions of
higher education with a handbook on how to comply with the Clery
Act, I would be interested to know how you intend to use it. Do
you have a plan now, or if not, you can submit it in writing, if you
have not focused on it? What activist programs do you have to see
to it that there is enforcement of the provisions in law related to
campus crime?

Secretary PAIGE. Well, we share your view about safety. The De-
partment is developing a handbook on compliance with the Clery
Act. We intend to use the funds that you have made available in
strict compliance with congressional intent. The handbook will
focus on explaining programs and regulations in clear language to
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school officials. We are consulting with interested organizations, in-
cluding Security on Campus and participating institutions. The
handbook will be distributed to all higher education institutions
immediately after it is completed.

We have some other activities going on as well, including a data
collection system to facilitate the submission of campus crime data
from postsecondary institutions—this is for the third consecutive
year—a help desk to provide institutions with technical assistance,
and a website to provide easy access to campus security legislation
and regulations and data and resources.

We have an enormous array of activities that are underway to
promote campus safety. We are very grateful for the $750,000 that
was provided, and we are going to make sure that it is used in
strict compliance with your intent.

Senator SPECTER. Well, thank you very much, Mr. Secretary.

PREPARED STATEMENT

Senator Thad Cochran’s prepared statement will be made part of
the record at this point in the hearing.
[The statement follows:]

PREPARED STATEMENT OF SENATOR THAD COCHRAN

Mr. Chairman, it is a pleasure to have Dr. Paige serving as Secretary of Edu-
cation. He is doing a fine job, and I look forward to working with him on the Depart-
ment’s budget for fiscal year 2004.

One program I need to mention, because nearly every school in Mississippi is de-
pendent upon its funding, is the Title I program for the education of disadvantaged
students. I'm pleased to see an increase of $1 Billion in this program. It is always
a challenge, though, to get a share of any increase directed to Mississippi. That is
a result of the formula distribution and also the child counts that are used by the
department to determine eligible students. I hope this year we can come to a resolu-
tion that is fair to my state.

I am interested in, and some of the vocational and technical education leaders in
my state are concerned about, the Department’s proposal for eliminating the Per-
kins Vocational and Technical Education Program. These are programs that have
been very successful. The Mississippi Department of Education and the vocational
and technical education centers have contacted me, and met with my staff. They do
not understand how a new formula based program will be beneficial to them. So,
as we work through the appropriations process, and the reauthorization process, 1
hope you will consult with the people currently running these programs.

There are also several small, but critically important education programs in which
I have a deep interest.

I'm happy that this year, some are included in the Department’s Budget request.
I commend the Department, and you, Mr. Secretary, for noticing in particular the
benefits of and recommending continued funding for the Ready to Learn Television
Program, which provides educational television shows to nearly every child in the
United States.

I congratulate you on placing a priority on civic education by recommending fund-
ing for the Education for Democracy program. It sponsors the We The People Pro-
gram here in the United States and the Cooperative Education Exchange Program
in almost 30 emerging democracies abroad.

There are however, a number of programs listed in the budget proposal under the
heading: “Program Terminations.” I know we have difficult decisions to make, but
I want you to know about a few of those in which I continue to have an interest.

I understand that the Department plans to streamline as many programs as pos-
sible, but school leaders in my state advise me that even with the advantages of
flexibility, there is still a need for schools and districts to have direct access to grant
making programs and others that are best served through a single source.

The Arts in Education program funds a number of high quality programs that use
a small federal contribution to leverage other state and private funding. Most suc-
cessful has been the relatively new grants to schools to provide arts education in
their curriculum. The Department of Education published a collection of studies in
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1999 and another one last year, both of which gave us clear evidence fo the value
of arts in schools. The variety of advantages are amazing. These include decreased
drop out rates, increased academic performance, better interpersonal skills, and
higher sensitivity to social issues.

Another Arts in Education program is VSA Arts. This is popular program which
supports a national network that assures accessible arts programming for children
and youth with disabilities. Each year approximately 4.5 million individuals partici-
pate in VSA Arts programs.

The National Writing Project is another program that has not only proven its
worth, but I am advised that it consistently receives the highest rating from its offi-
cial federal review. The fact is, that the modest federal funds that have been di-
rected to this program ($14 Million in 2003) are leveraged as much as 7 times in
some areas. The National Writing Project does not dictate a certain method of teach-
ing writing, but it provides a highly trained network of teachers who share proven
methods with other teachers. Teachers are energized by this training and become
better teachers.

The grant program for foreign languages in schools is another one that I truly
hope we can continue to fund. Mr. Secretary, during the celebration of International
Education Week, you stated a commitment to the elements of what you called a
“world-class” education. Foreign languages taught early and throughout a child’s life
is a corner stone to that goal. Today we have national security issues that beg a
population better prepared to conduct themselves with an international awareness.
The experts told us at a hearing in 2000 that college is simply too late. We need
to start sooner.

There are other programs of importance, such as those which deal with gifted
education, physical education, and school counseling. All of these need our attention.

I hope that during this appropriations process, we can again come to some com-
promise and continue to fund the programs that have national significance and have
proven to be successful.

I know that you have the best interests of our children at heart, and I look for-
ward to working with you.

CHAIRMAN’S CLOSING REMARKS

Senator SPECTER. There are many more subjects. We had a pret-
ty good attendance with the five Senators here this morning on an
extraordinarily busy morning at 9 o’clock.

We are going to be proceeding to a full committee hearing, as I
said earlier, with Secretary Rumsfeld and Secretary Ridge. And
with the customary roller skates around here, I have to go to a ju-
diciary committee meeting for a few minutes to try to confirm Jus-
tice Priscilla Owen.

But we thank you for what you are doing. We appreciate your
coming from Houston, from a very activist program in education
and taking on a very big responsibility. There are many other ques-
tions of concern to my State, not only as to the rural education but
also as to big city education. We will be having a dialogue with you
further and I look forward to an opportunity to invite you to Penn-
sylvania.

You have been very gracious with your time in the past. And we
look forward to working with you, Mr. Secretary.

SECRETARY’S CLOSING REMARKS

Secretary PAIGE. We thank you so much for your leadership. And
we invite you and the members of the committee, subcommittee, to
contact us if there is any discussion you want to have around any
of these issues.

Senator SPECTER. Thank you very much.

Secretary PAIGE. Thank you.
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ADDITIONAL COMMITTEE QUESTIONS

Senator SPECTER. There will be some additional questions which
will be submitted for your response in the record.

[The following questions were not asked at the hearing, but were
submitted to the Department for response subsequent to the hear-
ing:]

QUESTIONS SUBMITTED BY SENATOR ARLEN SPECTER
TITLE I SCHOOL IMPROVEMENT

Question. Does the fiscal year 2004 budget request provide sufficient funds to pay
the costs of corrective actions—public school choice, supplemental services, school
restructuring, etc.—which must be taken with respect to schools which fail to meet
adequate yearly progress standards for 2 or more consecutive years?

Answer. State and local educational agencies have been required to take correc-
tive actions to improve Title I schools in need of improvement since the 1994 reau-
thorization. We believe that the President’s $12.4 billion 2004 request for Title I,
an increase of $3.6 billion or 41 percent over the amount provided for the final year
of the previous law, is more than adequate to help States and school districts pro-
vide the new educational options and carry out the improvement measures required
by the NCLB Act.

In particular, by statute, 2004 school improvement funding would double from 2
percent to 4 percent of the overall Title I Grants to LEAs funding. The President’s
request is large enough to ensure that this increased school improvement funding
comes from new funding and not from existing Title I allocations.

Question. How many schools have been affected by this requirement during the
20022003 school year?

Answer. We do not yet have precise figures from the States, but a survey con-
ducted last summer, combined with data from earlier years, suggests that roughly
8,000 schools were identified for school improvement in the 2002—2003 school year.

TITLE I CHOICE AND SUPPLEMENTAL SERVICES

Question. Have any localities received waivers from the requirement to provide
supplemental services?

Answer. Such waivers may be approved by State educational agencies only if
there are no available service providers and the school district is itself unable to
provide services. We do not yet have any data on how many waivers have been
granted by the States.

Question. What evidence is there that third-party supplemental services providers
will be ;Hly more successful than their regular public schools in providing Title I
services?

Answer. While we do not yet know how successful supplemental educational serv-
ices will be in raising student achievement, we do know, first, that students are eli-
gible for such services only when their schools have failed, for at least three years,
to meet adequate yearly progress requirements. In other words, we know the schools
are not getting the job done. And, second, we know that there are service providers
that have a strong record of improving student achievement, as demonstrated in
part by the willingness of parents to pay for their services.

I also should clarify that supplemental educational services, as the name suggests,
are not a replacement for regular Title I services, but additional instruction avail-
able to those students with the greatest need for improvement. Students receiving
supplemental educational services can continue to benefit from the regular Title 1
program offered in their schools.

Finally, service providers are subject to monitoring by State educational agencies
and must meet performance objectives included in the agreements negotiated with
parents. If a particular provider consistently fails to meet its objectives for improv-
ing student achievement, few parents are likely to request its services and it will
likely lose the State-approved status required for participation in the program.

PARENTAL NOTIFICATION OF PUBLIC SCHOOL CHOICE AND SUPPLEMENTAL SERVICES
OPTIONS

Question. Are parents of affected pupils eligible for public school choice and sup-
plemental services options being informed of these options in a timely and effective
manner?
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Answer. In general, I believe most school districts have made a good-faith effort
to notify parents of their children’s eligibility for both public school choice and sup-
plemental educational services. Some districts experienced difficulty in this area
during the current school year, in part because these are new requirements and dis-
tricts are still developing appropriate procedures and processes for complying with
those requirements. In addition, some States did not post their lists of approved pro-
viders until well into the second semester of the school year, making it difficult for
local educational agencies to make the services available on a timely basis.

I am encouraged by anecdotal reports in the media of districts responding to com-
plaints by parents by improving notification and increasing the range of options
available to parents. I expect this improvement will continue as both districts and
parents become more familiar comfortable with the choice and supplemental service
requirements. In any case, this is an issue we will follow closely over the coming
months and years.

Question. Are the parents typically being offered a substantial range of choices?

Answer. We do not yet have sufficient information to describe a “typical” public
school choice program under the NCLB Act. Based on reports in the media, the
range of choices offered has varied considerably, depending on such factors as the
district’s understanding of the choice requirements and the number of eligible
schools within the district. I think this is pretty much what we expected, particu-
larly during the first year of implementation.

NO CHILD LEFT BEHIND “REPORT CARD” REQUIREMENTS

Question. What are the costs to States and local educational agencies of meeting
the report card requirements of the No Child Left Behind Act?

Answer. These costs will vary considerably based on such factors as the size of
the State and district involved and the number and type of schools that must be
included in State and local report cards. It is important to remember, however, that
report cards are not new to the Elementary and Secondary Education Act, but were
required under the previous authorization. The NCLB Act did add some require-
ments for additional information in the annual report cards, but this reflects only
incremental cost increases for an existing activity.

Question. How are most States and local educational agencies disseminating their
report cards?

Answer. Information about State and local plans and procedures for disseminating
their annual report cards was included in the accountability plan workbooks that
each State submitted in January 2003 as part of the consolidated application proc-
ess. The Department is currently subjecting the plans outlined in these workbooks
to peer review, and will have more data on report cards when the peer review proc-
ess is completed early this summer.

Question. If they are disseminated primarily through the Internet, how will par-
ents and other individuals without home computers and Internet access obtain
them?

Answer. We do not yet have any data suggesting that the Internet will be the pri-
mary means of disseminating annual report cards. However, the Title I regulations
require that States and school districts communicate all school improvement infor-
mation, including annual report cards, directly to parents through such means as
regular mail, and not just through broader means such as posting report cards on
the Internet.

Question. May Elementary and Secondary Education Act Title I-A funds be used
to develop or disseminate report cards?

Answer. Yes, States and school districts may use Title I, Part A funds to meet
the requirements of Title I, Part A of the ESEA, which include annual report cards.

Question. How many States and local educational agencies are currently meeting
the No Child Left Behind Act requirements to publish report cards on their perform-
ance?

Answer. The Department currently does not have complete data on the number
of States and school districts meeting the report card requirements of the NCLB
Act. Many States and school districts were producing and disseminating report
cards under the previous law, but the NCLB Act required additional information
that will likely require modification to these pre-NCLB report cards. The Depart-
ment will have more data on State and local efforts to meet the new report card
requirements once it completes the process of peer reviewing State accountability
plans early this summer.
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EVALUATION OF 21ST CENTURY COMMUNITY LEARNING CENTERS PROGRAM

Question. The fiscal year 2004 budget proposes $600 million for 21st Century
Community Learning Centers, a reduction of $393.5 million from the amount pro-
vided in last year’s bill. These centers help communities provide extended learning
opportunities for students—including after school programs—and related services
for their families, such as family literacy. The stated reason for the proposed reduc-
tion is that the Department’s recent national evaluation of centers revealed short-
comings in the program, in particular related to the academic performance of stu-
dents attending such programs.

Mr. Secretary, given that the findings from the national evaluation that are your
basis for reducing the program are not nationally representative and are only first
year findings, is it appropriate to cut this program so significantly, especially given
the fact that other studies have found academic improvement and other benefits
from such programs?

Answer. The rapid growth in funding for the program over the past few years oc-
curred almost entirely in the context of an increased emphasis on improving student
achievement. For example, the 2001 request submitted by the previous Administra-
tion, which proposed to more than double the appropriation to $1 billion, was justi-
fied by the perceived need to give students in all low-performing schools the oppor-
tunity to attend after-school programs to help improve their academic achievement.
There was a specific link between the size of the request and the academic benefits
expected from that request. In this context, our proposal to scale back the program,
on the basis of evidence that it is not achieving those expected benefits, seems en-
tirely appropriate. Preliminary findings from the current evaluation of 21st Century
Community Learning Centers, conducted by Mathematica Policy Research, Inc., in-
dicate that the centers funded in the program’s first three years, on average, pro-
vided academic content of limited intensity and had limited influence on academic
performance, no influence on feelings of safety, and no positive impact on student
delinquent behavior. Attendance in the programs was found to be low (on average,
less than two days per week, even though centers were open, on average, four to
five days a week).

Additional analyses compared the outcomes of frequent and infrequent program
participants. Frequent participants were more likely to be from disadvantaged
households and to want to improve in school; however, analyses did not reveal that
more frequent participation led to better outcomes.

The evaluation study uses far more rigorous methodology than other studies cited
in the after-school program literature. The evaluation includes an experimental re-
search design (randomly selected participants in programs) for the elementary
school portion of the study and a quasi-experimental research design (matched com-
parison groups) for the middle school portion. Other studies in the literature used
less rigorous methodologies (and thus produced less reliable results), often presented
highly selective results from small samples, and offered information about outcomes
rather than impacts. (In contrast to “outcomes” that provide description information
on the performance of those who chose to participate in the program, “impacts” pro-
vide evidence of outcomes that are caused by their participation in the program.)

Question. Isn’t it true that there were many positive findings from the study, such
as more parental involvement and better quality of homework produced that argue
against such a reduction?

Answer. The Department did not discount those findings. The report states that
the achievement gains of African-American, Hispanic, and female students were
very small (with improvements only in math and then by less than 2 points on a
1-100 point scale). While parental involvement is often thought to be important, the
study reported no clear evidence that a link to achievement exists.

IMPACT OF CURRENT VOCATIONAL EDUCATION PROGRAMS

Question. Given that the National Assessment of Vocational Education’s final re-
port has yet to be released by the Department, will you provide specific information
about any possible findings that have led the Administration to conclude that the
current vocational education programs are not improving student outcomes?

Answer. Since 1917, the Federal Government has invested in helping States and
schools better prepare young people for the future, seeking to ensure that every
young person leaves high school with the skills he or she needs to succeed. However,
evidence shows that we are failing to adequately prepare our youth for the future.
For example:

—Recent NAEP and TIMSS data show little improvement in high school students’

relative academic performance. Nationally, the high school graduation rate has
declined, with many non-graduates eventually obtaining GEDs or other alter-
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native certificates that have less value in the labor market than traditional high
school diplomas have.

—Large proportions of high school students enter college, but many fail to com-
plete. The best available data suggest that rates of remediation in college are
high, and that students who have taken remedial course work are much less
likely to persist and eventually earn a college degree than are other students.

—With regard to employment and earnings, students with higher-level math
skills earn substantially more than do students with the same level of edu-
cational attainment but weaker skills. A similar pattern exists with regard to
reading skills.

—Surveys of firms indicate that many test job applicants and that the proportion
of applicants who lack the necessary basic literacy and/or math skills may be
growing. Thus, even students who enter the job market directly out of high
school must have a strong foundation of academic competencies.

—There is no evidence that vocational course taking, as it has been structured,
is likely to address deficiencies in academic achievement or improve rates of col-
lege going. The previous National Assessment of Vocational Education (NAVE)
Final Report, published in 1994, commissioned and reviewed several studies
and found: (1) no relationship between vocational education and academic
achievement gains, or a negative effect if students substitute vocational for aca-
demic courses, and (2) a similar relationship to postsecondary education. A more
recent rigorous evaluation of career academies, representing a broad vision of
vocational education, found that these programs did not improve standardized
math and reading achievement test scores, had no effect on the graduation rate,
and did not increase the proportion of students who enroll in postsecondary edu-
cation by the end of the first year following high school graduation.

The current structure of the Federal vocational and technical education program
is not adequately addressing these issues. The NAVE final report is likely to provide
additional supporting evidence of the program’s inadequacies.

Question. Are these findings applicable to all groups of students?

Answer. Yes. In fact, while there are significant achievement gaps between low-
income and minority students and their peers, the overall academic attainment of
all high school students is inadequate and disappointing. Too few students, regard-
less of their family income, race, or ethnicity, are leaving high school without the
skills they will need to succeed in postsecondary education and the job market.

REAUTHORIZATION PROPOSAL FOR SECONDARY AND TECHNICAL EDUCATION

Question. Please explain how the Administration’s proposed secondary and tech-
nical education program would better prepare a complete workforce, with a broad
range of skills that will be needed in the Nation’s current and future economy.

Answer. The Administration’s proposed Secondary and Technical Education Excel-
lence program would shift the Federal role from supporting traditional vocational
education to focusing on improving high school academic achievement and on sup-
porting high-quality technical education programs that span the high school and col-
lege levels, thus making sure that students are taught the academic knowledge and
technical and practical skills needed to make successful transitions from high school
to college and from college to the workforce.

In particular, States would use their Federal formula allocations to make grants
to partnership of local educational agencies and community and technical colleges
to develop or implement academic/technical education programs that show promise
or are effective (or show promise of) in improving students’ academic and technical
skills, increasing degree attainment, reducing the need for remedial courses at the
postsecondary level, and improving employment outcomes. Further, to improve the
quality and labor market responsiveness of the curriculum and to make it easier for
high school graduates to transition to postsecondary education, the proposed pro-
gram will promote greater collaboration between technical and community colleges
and high schools in planning and delivering technical education coursework for sec-
ondary school students, as well as continue to support postsecondary programs for
adult, career-changing students.

Creating cutting-edge programs of this kind can be costly and time-consuming for
administrators, teachers, college faculty, and business leaders, but the proposed pro-
gram will provide communities with both incentives and resources to take on the
difficult but important task of better preparing our young people for the future.
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FISCAL YEAR 2004 BUDGET REQUEST FOR THE SECONDARY AND TECHNICAL EDUCATION
EXCELLENCE PROGRAM

Question. Given the proposed reduction of $326 million in vocational education
programs and the proposed authority to transfer funds for use under Title I of
ESEA, are you concerned that there would be sufficient Federal financial assistance
to support effective career and technical education programs throughout the United
States; and, if not, why?

Answer. We believe that the 2004 budget request is sufficient for the proposed
Secondary and Technical Education Excellence program. Under the current pro-
gram, $1.19 billion is spread thinly, supporting general expenses like equipment
purchases and hiring of staff, but having little direct impact on student learning.
The new program would target funds to a smaller number of high-need high schools
that show promise for raising student achievement and to community colleges that
are able to provide students with high-quality education and training leading to suc-
cessful employment outcomes.

In particular, at the high school level, the program would provide funds to local
educational agencies to develop or implement technical education programs that in-
clude the high-level academics that all students need in order to succeed in postsec-
ondary education and the job market. In addition to promoting high-quality commu-
nity and technical college programs for adult, career-changing students, the program
would encourage technical and community colleges to act as more active partners
in secondary technical education, both to improve the quality and labor market re-
sponsiveness of the curriculum and to make it easier for high school graduates to
transition to postsecondary education. Thus, Federal funds would be more tightly
focused on promoting the development and implementation of programs that are
most responsive to the academic and technical skill demands of the 21st century
workforce.

STUDENT AID ADMINISTRATION

Question. The President’s 2004 budget request proposes the development of a new,
discretionary Student Aid Administration (SAA) account that would consolidate all
student aid management costs previously funded through the discretionary Program
Administration and Federal Family Education Loan Program (FFELP) accounts and
the mandatory Federal Direct Student Loan Programs (HEA Section 458) account.
Secretary Paige, could you please explain why the President and the Department
are seeking to move the mandatory funds obligated under Section 458 of the Higher
Education Act of 1965, as amended, from a mandatory to discretionary account
when the Higher Education Act is up for reauthorization this year?

Answer. The current student aid administration budget structure—split among
multiple mandatory, discretionary, and subsidy accounts—makes it difficult to hold
Federal Student Aid, the performance-based organization within the Department,
accountable for reducing program operations costs. The fiscal year 2003 appropria-
tions act took a first step toward rationalizing this structure by unifying discre-
tionary funding for student aid operations in the Student Aid Administration ac-
count. We believe that it is appropriate to complete the process in the 2004 appro-
priation, consistent with the President’s management and financial improvement
agendas.

Question. Why should this provision be enacted through the appropriations proc-
ess, instead of taking the regular course through the authorizing committee?

Answer. As noted above, the fiscal year 2003 appropriations act took a first step
toward rationalizing the funding structure for student aid operations by unifying
discretionary funding in the Student Aid Administration account. Completing the
process in the 2004 appropriation is a key component of the President’s budget,
management, and financial improvement agendas.

Question. One of the purposes identified by the Congress for establishing the Per-
formance Based Organization (PBO) was to improve service to students and other
participants in the student financial assistance programs authorized under title IV
of the Higher Education Act. Given that administrative expenses for the PBO are
closely associated with the number of loans issued in a given year—a level which
could be difficult to predict—how will the proposal to make administrative expenses
subject to annual appropriations better achieve that purpose behind the creation of
the PBO?

Answer. Mandatory administrative funding levels are typically set for 5-year peri-
ods, and for the past few years have been straightlined except for growth in guar-
anty agency administrative payments. We believe that setting funding levels as part
of the annual appropriations process will actually allow greater flexibility to ensure
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that sufficient funds are available to provide the best possible service to student aid
program participants.

The Administration is developing a true activity-based budget formulation process
for student aid administration to better incorporate Department workload projec-
tions in its annual budget request. (The number of loans in a given year is but one
of a large number of variables, including the number of student aid applications,
awards, loans in default, Direct Loans in repayment, etc., that determine student
aid administrative costs.) This process will also allocate student aid management
expenses to specific business processes, allowing the Department to more accurately
determine the cost of individual activities or programs, and facilitating efforts to
budget administrative funds to each business process, set cost reduction targets, and
easily compare actual performance to budget targets.

STUDENT AID APPROPRIATIONS AND ADMINISTRATIVE COSTS

Question. What happens if funds appropriated fell short of the amount required
to meet the operations of the PBO?

Answer. We are confident that Department managers will be able to operate their
operations effectively within the requested funding level. The Department has long
experience managing program operations with discretionary funds—as you know, it
is already the case with the Department’s program administration funds and, in-
deed, virtually all other administrative appropriations in the entire government.

Question. How would services to students and other participants be affected?

Answer. We do not expect that this proposal would affect service to students,
schools, and other student aid program participants. This is a management improve-
ment designed to improve program efficiency while being transparent to program
beneficiaries.

STUDENT FINANCIAL ASSISTANCE: PELL APPLICANT GROWTH AND PROJECTED PELL
FUNDING SHORTFALLS

Question. Given the unexpected 9 percent and 10 percent growth in the Pell Grant
program over the past two years, do you expect that your estimates of 25 percent
applicant growth in the coming academic year and 1.5 percent for the following year
creat% a shortfall greater than the one estimated under the President’s budget re-
quest?

Answer. The Administration believes that the applicant growth estimates under-
lying the President’s Budget request for Pell Grants are prudent assumptions based
on an analysis of historical trends. During the previous period of Pell Grant funding
shortfalls—from academic years 1990-91 to 1993-94—the applicant growth rate in-
creased cumulatively by 22.5 percent, or at an annual average of 5.6 percent. Imme-
diately following this period of (then) unprecedented applicant growth, the number
of Pell applicants grew by only 1.4 percent in academic year 1994-95. Furthermore,
applicants grew only 13 percent during the 7-year span between academic years
1994-95 and 2000-01. The average growth rate per award year for this 7-year pe-
riod was 1.6 percent.

During the current funding shortfall, Pell applicants increased cumulatively by
18.6 percent during award years 2001-02 and 2002-03. Based on historical data,
the Department’s applicant projection for AY 2004-05 assumes a similar pattern of
decline immediately following cumulative surges, as recorded during the last fund-
ing shortfall. In addition, given the recent cumulative growth among older, inde-
pendent students and projected population figures for students in the traditional col-
lege age cohort, it is possible that the pool of Pell applicants not already receiving
awards will begin to shrink.

PELL GRANT FUNDING HISTORY

Question. Over the life of the Pell Grant program, how often have there been an-
nual funding shortfalls, as reported in Pell Grant End-of-Year (EQY) Reports?

Answer. A comparison between total expenditures and appropriation level for a
given award year in the Pell Grant EOY Report does not accurately portray the cu-
mulative funding shortfall or surplus since prior-year unobligated funds may be
used in current years and funds from future appropriations are often used to cover
current year shortfalls. Moreover, appropriation levels are often determined based
on the estimates of prior-year shortfalls and surpluses, in addition to the estimated
current year program cost.

A table from the Award Year (AY) 2000-01 Pell Grant EOY Report is provided,
however, to illustrate the total expenditures, appropriation level, current year short-
gaﬂ/surplus, and the reduction method employed to help alleviate Pell Grant short-
alls.



113

An additional table is provided to show a more accurate portrayal of the Pell
Grant shortfalls and surpluses dating back to 1989. These data are taken from final
budget documents and financial systems, illustrating cumulative shortfall and sur-
plus amounts over time.
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Question. Please outline how each of those shortfalls has been addressed?

Answer. As shown in the first table above, the Pell Grant maximum award has
been reduced in eight award years, by various methods, due to insufficient funding.
The additional table lists supplemental appropriations, transfers, and other steps
taken during the years of cumulative shortfalls.

PELL GRANT MAXIMUM AWARD AND COST OF HIGHER EDUCATION

Question. Does your proposal to establish a maximum Pell Grant at $4,000 for fis-
cal year 2004 mean that students served by the program will lose ground relative
to the price of postsecondary education?

Answer. Since 2000, the increase in the Pell Grant maximum award has matched
the increased average cost of attendance at 4-year public institutions. We will work
with our partners in States and institutions to ensure students—especially the most
needy students—retain access to quality postsecondary education.

FISCAL YEAR 2004 EDUCATION BUDGET REQUEST AND STUDENT ACCESS TO
POSTSECONDARY EDUCATION

Question. The fiscal year 2004 budget request reduces funding for Supplemental
Education Opportunity Grants, Federal Work-study, the Perkins loan program,
GEAR UP and TRIO programs. In addition, the budget proposes reducing the max-
imum Pell Grant award to $4,000. The Nation’s neediest students are the ones sup-
ported by these programs. How does the Administration justify reducing and in
some cases eliminating funding for these programs at a time when State budget re-
ductions are forcing higher tuitions and fees and there is a rapidly growing popu-
lation of needy students that want and should go to college?

Answer. Because the fiscal year 2004 budget request was prepared before the fis-
cal year 2003 appropriation was finalized, it was based on the Administration’s fis-
cal year 2003 budget request. As a result, in a number of cases where the actual
appropriation exceeded the 2003 request, the Administration’s intent to provide
level funding in fiscal year 2004 now appears to be a decrease in support. (This is
true for the Pell Grant maximum and the Supplemental Education Opportunity
Grant (SEOG), TRIO and GEAR UP programs. Our request for Federal Work-Study
would be an increase over the final fiscal year 2003 level.) The Administration is
prepared to work with Congress to adjust priorities in the fiscal year 2004 budget,
but is committed to maintaining an overall discretionary spending limit that is con-
sistent with the Administration’s request.

That said, our priority for 2004, as it has been for the past few years, is the Pell
Grant program, the largest and most need-based of Federal student grant programs.
Accordingly, the President proposed a record $1.35 billion, or 12 percent increase,
for Pell Grants, for an all-time high total of $12.7 billion. We believe that concen-
trating our resources in this way—the Pell increase alone is actually significantly
larger than the entire SEOG or Work-Study program, or TRIO and GEAR UP com-
bined—is the most efficient way to help the most needy students.

Question. What other sources of assistance are available under the budget request
to continue to provide access to quality postsecondary education for all Americans?

Answer. Under the Administration’s fiscal year 2004 budget request, the Federal
Family Education Loan and William D. Ford Direct Student Loan programs will
provide nearly $47.6 billion in loans to help students and parents pay for postsec-
ondary education. In addition, the request maintains support for several other high-
er education programs that help to provide access to postsecondary educational pro-
grams. The Byrd Honors Scholarships program would receive $41 million under the
2004 request to provide more than 27,000 merit-based scholarships for under-
graduate students. The Javits Fellowships and Graduate Assistance in Areas of Na-
tional Need programs also would receive a combined $41 million to provide merit-
and need-based awards for students pursuing advanced degrees. Additionally, the
Fund for the Improvement of Postsecondary Education would receive $39.1 million
to support a wide range of innovative projects, including many focused on increasing
the access and retention of underrepresented students.

ADMINISTRATION’S PROPOSED INCOME TAX PROVISION AND REDUCTION OF ERRONEOUS
STUDENT AID PAYMENTS

Question. The Administration has proposed to allow the IRS to match income tax
return data against student aid applications, in order to reduce the number of erro-
neous student aid payments. According to the U.S. Department of Education, this
proposal would save the Federal Government $292 million in erroneous payments
during the 2003-2004 academic year and $346 million in the 2004-2005 academic
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year. What steps have you taken to gain the support of the authorizing committees
of jurisdiction?

Answer. We have been working closely with both tax writing committees as well
as the Joint Committee on Taxation (“JCT”) to enact this proposal. While there is
support for the goal of eliminating erroneous payments in the student aid programs,
the JCT has raised questions about the privacy implications of allowing Department
contractors access to applicant tax data in order to implement the data match. We
are working closely with the JCT to demonstrate that the Administration’s proposal
will actually strengthen protection of applicant tax data versus the current
verification process.

OTHER STEPS TAKEN TO REDUCE AND ELIMINATE ERRONEOUS FEDERAL EDUCATION
PAYMENTS

Question. What other steps is the Department taking to reduce and eliminate er-
roneous Federal education payments?

Answer. The Department is taking a number of steps to address the problem of
erroneous payments, including working closely with the Office of Management and
Budget in implementing Public Law 107-300, the Improper Payment Information
Act of 2002. The Act mandates tracking erroneous payments down to the sub-recipi-
ent level for grants and all procurements, in addition to loans, loan guarantees, etc.
The threshold will be 2.5 percent or $10 million in improper payments, whichever
is greater, proven by a statistical sample with a 90 percent confidence level.

LEVERAGING EDUCATIONAL ASSISTANCE PARTNERSHIPS

Question. Mr. Secretary, your budget eliminates the Leveraging Educational As-
sistance Partnership (LEAP) program. Since nearly all States are facing deficits, tui-
tion rates are being forced up, and research by the Advisory Committee on Student
Financial Assistance and others has documented the need for more State/Federal
partnership program funding to close the growing college access gap between low-
and high-income students, can you tell me why you think eliminating this program
is a good idea?

Answer. Since LEAP was first authorized as the SSIG program in 1972—when
only 28 States had undergraduate need-based grant programs—the State commit-
ment to providing need-based student aid has grown exponentially. Today nearly all
States have need-based student grant programs, with grant levels that have ex-
panded greatly over the years, and most States significantly exceed the statutory
matching requirements. For academic year 2001-2002, for example, estimated State
matching funds totaled nearly $1 billion, more than $950 million over the level gen-
erated by a dollar-for-dollar match, and far more than would be required even under
the 2-for-1 match under Special LEAP. This suggests a considerable level of State
commitment, regardless of Federal expenditures.

JAVITS FELLOWSHIPS AND GRADUATE ASSISTANCE IN AREAS OF NATIONAL NEED

Question. Mr. Secretary, the Graduate Assistance in Areas of National Need
(GAANN) and Jacob Javits programs attract exceptionally promising students into
graduate study to pursue degrees in areas of national need—such as chemistry, in-
formation sciences, and engineering—as well as in the arts, humanities, and social
sciences. The fiscal year 2004 budget request proposes roughly level funding for
these programs at a time when supporting advanced study in these areas is of great
importance to the Nation. The National Science Foundation (NSF) and the National
Institutes of Health (NIH) have proposed increasing their graduate education budg-
ets for fellowships and traineeships. Why have you not done the same, given the
important niche these programs serve in the Federal Government’s graduate edu-
cation portfolio?

Answer. The general approach this year was to request increases for selected
high-priority programs. Our priority for 2004, as it has been for the past few years,
is the Pell Grant program, the largest and most need-based of Federal student grant
programs. We believe that concentrating our resources in this way is the best way
to help the most needy students. The Administration supports the Javits Fellow-
ships and GAANN programs and recognizes that they play an important role in pre-
paring students for scholarly careers and careers in areas of national need. The
funding requested for these programs would support a total of 1,116 fellowships, in-
cluding approximately 400 new fellowships. However, in light of the current budget
conditions, the Administration considered it necessary to demonstrate fiscal dis-
cipline and limit program increases to only the highest-priority programs.
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RECREATIONAL PROGRAMS FOR INDIVIDUALS WITH DISABILITIES

Question. With a success/sustainability rate of nearly 75 percent, recreational pro-
grams have proven to be an effective approach to leveraging local and private fund-
ing to support the integration of individuals with disabilities into the community.
Budget documents indicate that this program has limited national impact and that
funding is more appropriately derived from States, local agencies and the private
sector. Doesn’t the Federal Government have a specific role in stimulating and
leveraging local and private funding for recreational programs that support the com-
munity integration needs of individuals with disabilities?

Answer. We do believe that the Federal Government has a role in helping individ-
uals with disabilities become full and active members of society. We have targeted
resources on those activities in which the Federal role is critical. For example, the
Department is supporting over 20 National Institute on Disability and Rehabilita-
tion Research (NIDRR) projects that include some attention to issues relating to the
participation of individuals with disabilities in recreational, physical exercise, or lei-
sure activities. For example, NIDRR just began support for a 5-year $5.4 million Re-
habilitation Engineering Research Center on Recreational Technologies and Exer-
cise Physiology Benefiting Persons with Disabilities. This center will study rec-
reational opportunities for individuals with disabilities, interventions to increase
physical activity and recreation participation of individuals with disabilities, and
strategies to reduce physical activity relapse and dropout rates. The center will be
conducting randomized clinical trials to evaluate improvements in health and func-
tion.

Another example is the Traumatic Brain Injury (TBI) Model System located at the
University of Washington’s Department of Rehabilitation Medicine. The project con-
ducts research on the effect of exercise on depression after TBI. This low-cost com-
munity intervention seeks to combat depression and emotional distress in persons
with stable TBI, by employing exercise as a positive approach to improved emotional
and physical functioning and socialization. This 5-year project began in fiscal year
2002 and is budgeted to receive a total of $1.825 million.

CONTINUED AVAILABILITY OF RECREATIONAL PROGRAMS FOR PEOPLE WITH DISABILITIES

Question. What evidence does the Department have that recreational programs for
individuals with disabilities would continue to be available to those in need of them
without the seed money provided by this program?

Answer. The best evidence the Department has is the track record of the pro-
grams we have funded. Grantees are required to provide an increased level of sup-
port from non-Federal sources over their 3-year project period. Of the 33 grantees
whose projects received their last year of Federal support during fiscal years 1998
through 2000, 24 projects are still in operation and providing recreational services
to individuals with disabilities. Even more importantly, most recreation programs
have been initiated and sustained without Federal funds.

ASSISTIVE TECHNOLOGY ACT STATE GRANT PROGRAM

Question. State Grant funding provided under title I of the Assistive Technology
Act has been critical to building an infrastructure specifically designed to ensure
that people with disabilities—regardless of age or disabling condition—have access
to the technology devices and services they need to be independent and productive
members of society. Without this national infrastructure, there will be unbridgeable
gaps in access to Assistive technology devices throughout the country. Why does the
Department’s budget request propose to eliminate Federal financial support for
these activities?

Answer. The Assistive Technology (AT) State grant program was designed to be
time-limited. The authority for this program originally authorized 10 years of fund-
ing for States. However, in fiscal year 1998 Congress enacted the new Assistive
Technology Act in order to provide States with an additional 3 years of funding,
among other things. The Administration believes that the AT State grant program
has fulfilled its original mission by providing 10 or more years of Federal funding
to States to assist them with achieving the goals of AT Act. In fiscal year 2003, all
States will have received 10 years of funding and 31 States will have received at
least 13 years of funding.

HELPING PEOPLE WITH DISABILITIES ACHIEVE INDEPENDENCE

Question. Numerous technological and policy changes such as the Olmstead deci-
sion, Section 508 final guidelines, and the Telecommunications Act Section 255 were
not anticipated when the sunset provisions related to Federal support of Tech Act
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Projects were originally conceived. Does the Department believe that Assistive Tech-
nology State grant projects have a role to play in building an infrastructure that
ensures that people with disabilities can be independent and productive members
of society?

Answer. The AT State grants program has helped States to increase access to AT
services and devices through changes in State laws, regulations, policies, practices,
procedures, and organizational structures. State AT Act programs have had over 10
years of experience in developing and implementing AT policies, procedures, and
programs that support community integration and full participation of individuals
with disabilities in home, work, education, and community settings. States now
have a much greater capacity to deal with changes in policy and technology that
have occurred since the AT Act was first enacted. The Administration is committed
to helping people with disabilities achieve independence through such efforts as the
New Freedom Initiative. It has targeted Federal investments on such activities as
research and development, through the National Institute on Disability and Reha-
bilitation Research’s Rehabilitation Engineering Research Centers, the AT alter-
native financing program, which makes loans for purchasing assistive technology
available to individuals with disabilities, and dissemination and technical assistance
efforts like the NIDRR’s Disability and Business Technical Assistance Centers
(DBTACs http://www.adata.org/dbtac.htm), which provide information, materials,
teclhnical assistance, and training on the ADA and accessible information tech-
nology.

Question. If so, what is that role and how will it be carried out without Federal
financial assistance?

Answer. Federal support provided under the AT State grants program has played
a role in building an infrastructure specifically designed to ensure that people with
disabilities, through assistive technologies, have full access to home, work, edu-
cation, and community activities. States are well positioned to continue to identify
consumer needs and address changing trends.

PROGRAMS ELIMINATED IN FISCAL YEAR 2004 BUDGET

Question. The fiscal year 2004 budget request proposes to eliminate 48 categorical
grant programs funded at $1.6 billion last year, ranging from the Smaller Learning
Communities program and Arts in Education to Rural Education. Many of these
programs are programs that were just reauthorized last year as part of the No Child
Left Behind Act and have strong congressional backing. Can you explain why you
propose to eliminate these programs?

Answer. Major program increases in the 2004 President’s budget are offset in part
by these proposed program terminations, nearly all of which are narrow categorical
activities that have achieved their purpose, have a limited impact, or may be funded
through other more flexible State grant programs. Without these reductions, it
would be impossible to provide significant increases to major Administration and
Congressional priorities such as Title I, Special Education Grants to States, and Pell
Grants. In addition, the Administration believes it is more effective to deliver scarce
Federal education resources to States and school districts through large, flexible for-
mula grant programs rather than small, categorical grant programs mandating par-
ticular approaches to educational improvement.

ASSESSING EDUCATION PROGRAM EFFECTIVENESS

Question. Please provide the subcommittee with the names of and primary find-
ings from the evaluation studies used for identifying ineffective programs. If it is
the Department’s view that these programs are duplicative of other broader authori-
ties, please provide a list of the eliminated programs, categorized by the broad au-
thorities under which the activities may be undertaken.

Answer. The primary vehicle for assessing program effectiveness during the devel-
opment of the 2004 President’s budget was the new OMB “Program Assessment
Rating Tool” (PART), which was developed to help integrate budget and program
performance. The PART instrument rated programs based on responses to 26 ques-
tions in four areas, including program purpose and design, strategic planning, pro-
gram management, and program results. PART also relied on evaluation results
whenever they were available for the programs under review.

The PART process identified 4 of the Department’s programs as ineffective: Even
Start, Safe and Drug-Free Schools and Communities State Grants, TRIO Upward
Bound, and Vocational Education State Grants. For the Even Start program, the
evaluation findings provided the basis for the ineffective rating. The PART assess-
ment found, among other things, that 3 national evaluations of the program (Na-
tional Evaluation of the Even Start Family Literacy Program (1995), Second Na-
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tional Evaluation of the Even Start Family Literacy Program: Final Report (1998),
and Third National Even Start Evaluation: Program Impacts and Implications for
Improvement (2003)) show that the program has had no significant impact on the
children and parents served.

Below is a list of programs authorized in NCLB that the 2004 budget proposed
for elimination because they are duplicative or the activities authorized can be car-
ried out under other programs, such as the Title I Grants to Local Educational
Agencies, Improving Teacher Quality State Grants, Educational Technology State
Grants, and Safe and Drug-Free Schools and Communities State Grants. Also, if
States and districts chose to do so, activities supported by most of these programs
can be carried out under State Grants for Innovative Programs (Title V-A).

Comprehensive school reform; Close Up fellowships; Dropout prevention pro-
grams; School leadership; Advanced credentialing; National writing project; Pre-
paring tomorrow’s teachers to use technology; Elementary and secondary school
counseling; Smaller learning communities; Javits gifted and talented education; Star
schools; Ready to teach; Community technology centers; Parental assistance infor-
mation centers; State grants for community service for expelled or suspended stu-
dents; Alcohol abuse reduction; Rural education.

FISCAL YEAR 2004 BUDGET VS. FLEXIBILITY AND ACCOUNTABILITY

Question. Under the State and Local Transferability Act enacted as part of the
No Child Left Behind Act, States and local school districts are provided with addi-
tional flexibility to target certain Federal funds to Federal programs that most effec-
tively address the unique needs of States and localities, and to transfer Federal
funds allocated to certain State grant activities to allocations for certain activities
authorized under Title I. How did the Department consider this authority in making
its fiscal year 2004 budget request?

Answer. The 2004 budget request maintains high levels of funding for the pro-
grams that are included in the transferability authority (Improving Teacher Quality
State Grants, Educational Technology State Grants, State Grants for Innovative
Programs, and Safe and Drug-Free Schools and Communities State Grants). Sup-
porting State and local efforts to transfer funds is consistent with the Administra-
tion’s belief that the most effective use of Federal funds is to provide them to States
and districts through flexible formula grant programs that target funds to the class-
room and allow local districts to use the funds in a manner that best meets their
needs. Federal formulas cannot deliver funds to all school districts in amounts that
align with their priorities.

STATE AND LOCAL TRANSFERABILITY ACT AUTHORITY

Question. How will the authority be considered in assessing the relationship be-
};‘wegn? Federal funding provided and the performance outcomes achieved with such
unds?

Answer. The Department plans to collect information, through program perform-
ance reports and a study of resource allocation, on the amount of funds transferred
among programs under the transferability authority. Unlike the other flexibility
demonstration options, transferability does not require States or districts to submit
applications or to meet additional performance goals or separate accountability re-
quirements. Through the statewide accountability system, districts are accountable
for making adequate yearly progress (AYP). Transferability is a tool best used as
part of a larger strategy for improvement.

As for the relationship between Federal funding and performance outcomes, in
general, we believe that it is often not possible to isolate the separate impact of
many Federal programs on student outcomes, in due to the fact that Federal pro-
grams frequently seek to leverage broader State and local improvements in edu-
cation programs. However, we will also continue to collect and report information
on trends in student outcomes in order to assess the overall impact of Federal,
State, and local reform efforts on student achievement.

Question. How will this authority shape decisions on future budget requests for
affected programs?

Answer. The transferability authority supports the Administration’s emphasis on
rationalizing and consolidating the delivery of Federal education resources in order
to give States and school districts maximum flexibility in using these resources to
meet local needs and improve student achievement while reducing administrative,
paperwork, and regulatory burdens. As with the 2004 budget request, I expect that
we will work to maintain or increase funding for the flexible State grant programs
included in the transferability authority, while reducing budget support for smaller
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categorical programs with limited impact and more complex administrative require-
ments.

QUESTIONS SUBMITTED BY SENATOR ToM HARKIN
FISCAL YEAR 2004 BUDGET REQUEST FOR EDUCATION

Question. Mr. Secretary, during the March 27 hearing, you agreed after much dis-
cussion that the President would be willing to support funding cuts in other Cabinet
agencies in order to increase funding for the Department of Education, as long as
overall discretionary appropriations do not exceed the total in the President’s budg-
et. You stated that you did not have any recommendations at that time about where
to make cuts in the other Cabinet agencies, but that we could expect some guidance
later.

Given that the Senate Appropriations Committee could begin marking up appro-
priations bills very shortly, we need that guidance as quickly as possible. Do you
have any suggestions for how much money the Committee should add for education,
and where it should offset those increases with cuts?

Answer. The President does not intend to change his 2004 Budget that was pre-
pared and submitted to Congress, prior to Congress completing action on the 2003
Omnibus bill. The President’s 2004 Budget was developed within a framework that
set a proposed total for discretionary spending in 2004, and each agency and pro-
gram request reflected the Administration’s relative priority for that operation with-
in that total. We recognize that Congress may believe there is a need to reorder and
adjust some of these priorities, and the Administration intends to work with Con-
gress to develop alternative figures for education programs as you go through the
2004 appropriation process, always within the requirement, however, that whatever
is done for Education must fit within the overall President’s 2004 budget total for
discretionary programs. As Congress considers Education and related programs, I
would urge you to consider our recommendations for reducing or eliminating indi-
vidual categorical programs that have fulfilled their original purpose, proven ineffec-
tive, or which are duplicated by other larger, more flexible grant programs. That
is a good way to stretch the education dollar.

FISCAL YEAR 2004 BUDGET AND TITLE I FORMULAS

Question. According to the Congressional Research Service (CRS), the Education
Finance Incentive Grant funding (EFIG) stream authorized under Title I of the
ESEA provides a modest financial reward, or incentive, to those States with edu-
cation finance systems that minimize disparities in the distribution of State fund-
ing. CRS also reports that, in fiscal year 2002, the EFIG formula targeted a higher
percentage of its funds to the two highest-poverty quintiles of needy students than
any other funding formula (50.4 percent of EFIG funds, compared to 49.8 percent
of targeted grant funds).

EDUCATION FINANCE INCENTIVE GRANT FUNDING (EFIG) VS. TITLE I TARGETED GRANT
FORMULA

Question. The Department of Education Appropriations Act, 2003, included $1.5
billion for EFIG, while the fiscal year 2004 President’s budget reduces this funding
to the fiscal year 2002 level of $793 million and instead provides additional funding
under the Targeted Grant formula. Given that the education finance funding stream
is more targeted to the neediest students than any other formula and provides an
incentive to States for reducing disparities in funding streams, why does the Admin-
istration propose reducing this funding stream and providing all of its proposed fis-
cal year 2004 Title I increase under the Targeted Grants program?

Answer. The budget requests the entire increase under the Title I Targeted
Grants formula because the formula delivers a larger share of Title I funds to high-
poverty local educational agencies (LEAs) than the Education Finance Incentive
Grant (EFIG) formula. Increasing the funding for Incentive Grants would simply di-
vert more resources away from the highest-poverty States and districts with the
greatest need for Title I funds.

For example, the 10 poorest States by poverty rate account for 41.4 percent of the
total population of children in poverty aged 5-17. Based on fiscal year 2003 Prelimi-
nary allocations, these 10 States would receive 45 percent of the Targeted Grants
funds and only 40 percent of the EFIG funds. By contrast, the 10 States with lowest
poverty rate, which account for 6.7 percent of children in poverty aged 5-17, would
receive 6.5 percent of the Targeted Grants funds and 7.9 percent of the EFIG funds.
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The EFIG formula, added to Title I in the 1994 ESEA reauthorization, includes
“effort” and “equity” factors intended to benefit high-poverty districts by encour-
aging States to spend more on education and to improve the equity of the State
funding systems. However, the formula unfairly shifts money from high-poverty
States to low-poverty States, and has a very limited impact.

The “effort” factor reduces the targeting of Title I funds to the highest-poverty
States, primarily because the lower level of resources available for education in
these States (at least on a per-capita basis) produces a lower level of “effort” in the
formula. This reduced targeting is diametrically opposed to the purpose and design
of the Title I program.

States with the largest and highest-poverty urban centers—including New York,
Texas, and California—receive a significantly reduced share of funding under the
Incentive Grants formula when compared to the Targeted Grants formula. For ex-
ample, New York would receive 9.65 percent of Incentive Grants funding compared
to 12.65 percent of Targeted Grants funds and California’s share of Incentive Grants
funding is 13.72 percent compared to 15.7 percent of Targeted Grants.

The “effort” factor also could adversely affect States experiencing a local recession,
which may have to reduce education spending in response to declining local tax rev-
enues. A further decline in Title I support—as would occur under the Incentive
Glilantls formula—would only exacerbate the problem faced by local districts and
schools.

The “equity” factor, which produces highly variable patterns of gains and losses
among States, suffers from flaws that seriously undermine its validity. These in-
clude the absence of any adjustment for cost-of-living variations among LEAs and
reliance on a single measure of equalization.

Finally, the Education Finance Incentive Grant program does not provide a sig-
nificant incentive for States to increase education funding or improve the equity of
their funding systems. Even the $11.7 billion currently spent on Title I LEA Grants
ct()intributes only about 3 percent of national spending on elementary and secondary
education.

QUESTIONS SUBMITTED BY SENATOR THAD COCHRAN
POVERTY DATA FOR FISCAL YEAR 2003 TITLE I ALLOCATIONS

Question. Since fiscal year 1997, Elementary and Secondary Education Act Title
I funds have been allocated on the basis of estimates of school-aged children from
poor families provided by the Census Bureau’s Small Area Income and Poverty Esti-
mates program, with updates every two years. Until the 2000 Census became avail-
able, Mississippi’s poor student number was underestimated and using that method
would have decreased the amount of Title I money for our State.

For 2003, the Department has a choice of using these updates, or school district
population estimates from the 2000 Census. Which source of data do you plan to
use for fiscal year 2003?

Answer. In determining Title I school district allocations for fiscal year 2003 (SY
2003-04), the Department will use the model-based poverty estimates provided by
the Census Bureau. These estimates reflect sample data from the 2000 Census,
which looks at income year 1999, and 1999 estimates provided through the Bureau’s
Small Area Income and Poverty Estimates (SAIPE) program.

We believe that the updated poverty estimates produced through the SAIPE
model provide a more valid measure of school district poverty levels than the Cen-
sus 2000 data and a more reliable basis for determining Title I allocations. These
estimates factor in other, more up-to-date poverty measures such as Federal tax re-
turn and Food Stamp data, and address problems in the Census 2000 school district
estimates resulting from sampling error.

Question. Are there significant differences in State shares using these two popu-
lation data sources?

Answer. Overall, the total poverty count from the SAIPE model-based estimates
is about 2.5 percent greater than the counts from the 2000 Census. Both sources
produce State shares that are very similar for most States. For example, South
Carolina’s State share of the total 5-17 poverty with the 2000 Census is 1.54 per-
cent, compared to 1.48 percent with the SAIPE model-based estimates. This trans-
lates to a 3.9 percent difference in South Carolina’s State share when comparing
the two. Over half of the States have State share differences less than 4 percent
and three-fourths of the States have differences less than 7 percent. Only 6 States
(Kansas, Idaho, Delaware, Maine, Massachusetts, and South Dakota) have State
share differences over 10 percent. Massachusetts has the most significant difference



123

in State shares, with 1.45 percent of the total 5-17 poverty count with the 2000
Census and 1.84 percent of the total 5-17 poverty count with the SAIPE estimates
(a 26.6 percent difference in State share).

NO CHILD LEFT BEHIND PROVISION FOR ANNUAL UPDATES ON CHILDREN IN POOR
FAMILIES

Question. Finally, the No Child Left Behind Act allows for the use of annually up-
dated data on children in poor families, rather than every second year—when do
you expect to begin implementing this provision?

Answer. We plan to use annually updated model-based poverty estimates of chil-
dren ages 5 through 17 by school district beginning with the fiscal year 2004 (SY
2004-05) allocations. Fiscal year 2003 is the final year for which we are using data
updated on a biennial basis.

SUBCOMMITTEE RECESS

Senator SPECTER. Thank you all very much. The subcommittee
will stand in recess to reconvene at 9 a.m., Tuesday, April 8, in
room SD-192. At that time we will hear testimony from the Honor-
able Elias Zerhouni, Director, National Institutes of Health.

[Whereupon, at 9:51 a.m., Thursday, March 27, the subcommit-
tee was recessed, to reconvene at 9 a.m., Tuesday, April 8.]
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BLOOD INSTITUTE

TING-KAI LI, M.D., NATIONAL INSTITUTE ON ALCOHOL ABUSE AND
ALCOHOLISM

DONALD A.B. LINDBERG, M.D., DIRECTOR, NATIONAL LIBRARY OF
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KERRY N. WEEMS, ACTING ASSISTANT SECRETARY FOR BUDGET,
TECHNOLOGY AND FINANCE, DEPARTMENT OF HEALTH AND
HUMAN SERVICES

JACK WHITESCARVER, PH.D., DIRECTOR, OFFICE OF AIDS RE-
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OPENING STATEMENT OF SENATOR ARLEN SPECTER

Senator SPECTER. Good morning, ladies and gentlemen. The Ap-
propriations Subcommittee on Labor, Health and Human Services,
and Education will proceed.

Dr. Zerhouni, we now turn to this portion of the hearing on the
National Institutes of Health.

Dr. Gerberding, we thank you for your participation. If you
would like to be a director of the NIH or one of the institutes, you
may stay.

If you choose to retain your current position at CDC, you are free
to excuse yourself. Thank you very much for joining us.

Dr. GERBERDING. Thank you. I think I will keep to my present
job.

Dr. ZERHOUNI. We would not mind having her as a director at
NIH.

Dr. GERBERDING. Thank you.

Senator SPECTER. Dr. Zerhouni, we have already introduced you
with your impressive background and credentials coming from Al-
giers at a young age. We thank you for the work you are doing at
NIH. It is good to hear that you were in Mississippi with Senator
Cochran. Thank you for coming to Pennsylvania to a very inter-
esting forum we had a few months ago at the University of Penn-
sylvania. And now we look forward to your testimony.

SUMMARY STATEMENT OF DR. ELIAS ZERHOUNI

Dr. ZERHOUNI. Thank you, Senator Specter. And thank you,
members of the committee.
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INTRODUCTION OF NEW INSTITUTE DIRECTORS

What I would like to do first and foremost is introduce to you
four new directors of NIH who have joined us over the past year.
Dr. Thomas Insel is the new Director of the National Institute of
Mental Health. Thomas can say hi. Dr. Nora Volkow is going to as-
sume the directorship of the National Institute of Drug Abuse. Dr.
Rod Pettigrew is going to be, is the new Director of the National
Institute of Bioimaging and Bioengineering. And T.K. Li is the new
Director of the National Institute of Alcoholism and Alcohol Abuse.

To my right, I would like to introduce our new Deputy Director
for NIH, Dr. Raynard Kington, who has replaced Dr. Ruth
Kirschstein, who is now serving as the senior advisor to the direc-
tors, with us today as well and continues to help both Dr. Kington
and I with her advice.

Senator SPECTER. Let me just pause for just a moment to thank
Dr. Ruth Kirschstein for her outstanding service at NIH over many
years, including serving as acting director. We salute you and are
glad to see that you are still on board.

Dr. ZERHOUNI. Again, I would like to really extend our thanks to
the full committee and to you, Mr. Chairman, and to you, Senator
Harkin. We know that without your leadership, the doubling of
NIH would not have occurred this year in the difficult economic
and budgetary circumstances that we are facing. And we appre-
ciate it very much.

RESEARCH PRIORITIES

I would like to quickly go over what NIH is planning to do with
the doubling of the NIH budget and what our priorities are going
to be. First and foremost, we want to make sure that the resources
you have given us are invested with the best people and are in-
vested on the best ideas that can promote the health of our people.

This is done in the context of, first of all, major priorities that
continue to be priorities, but also evolving challenges. These evolv-
ing challenges are truly fundamental to the way biomedical re-
search will need to be done in the future.

CHRONIC DISEASES

First and foremost, we have experienced over the past 40 years
a tremendous shift in the landscape of disease in our country going
from acute diseases that were very lethal to more chronic diseases.
Seventy-five percent of the disease burden of the United States
today is related to long-term chronic diseases. We have made great
progress in cardiac diseases when we control acute myocardial in-
farction. But these patients are now surviving longer and have dif-
ferent kinds of problems.

AGING POPULATION

The second challenge is that of the aging population. And we
need to tackle that proactively.

HEALTH DISPARITIES

The third is health disparities, as I mentioned before.
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EMERGING DISEASES

The fourth, as you heard today, is emerging diseases. Not just in-
fectious diseases, but also diseases that relate to the change in our
environment, all conditions. For example, the rise in obesity and its
implications on the incidence of diabetes in our country. Last, but
not least, is the biodefense priorities, which we will continue to
support.

STRATEGIC ROADMAP FOR NIH

Now to do so and to go forward, we wanted over the past year
to work with all the directors of NIH and all the constituencies to
define what we would call a strategic road map for NIH and how
we will invest the resources you have placed in trust with us, and
what are the priorities that we think will make the greatest dif-
ference in terms of advancing research, in terms of developing the
best people, promoting the best ideas, and essentially translating
them to real benefits. And there are three.

We will explore new pathways to discovery. And that is essen-
tially to fully exploit the unprecedented opportunity of the genomic
era. To us, this is the beginning, not the end, of an era. The ge-
nome is allowing us today to explore completely different ways of
looking at disease than we had in the past.

Second, because of the scaling complexity of 21st century re-
search, we understand now that the problems cannot be tackled by
individual scientists alone. We need large multi-disciplinary teams
that are going to work together to in fact do so.

Third, we need to re-engineer the clinical research enterprise of
our country. We need to more quickly translate our discoveries into
practice. And this will be a priority of the NIH in the future.

Last but not least, we are submitting to you a request for the fis-
cal year 2004 budget, which is a 2.6 percent change over the en-
acted 2003 level. When we worked—and Senator Specter and Sen-
ator Harkin and Senator Murray, I can tell you that we worked
very, very hard, including myself and Dr. Gerberding and others to
try to make sure that the impact on our programs in the new budg-
et will be as limited as possible, in terms of critical mission areas.
We did advocate internally, as you recommended in your state-
ment.

Research will not be affected at the 2.6 percent level, but we will
be able to maintain our research to the 7 percent level. Excluding
biodefense, we will maintain a 4.3 percent level. And the number
of grants will go 10,509.

At the bottom of the slide, you see why that is in 2004. And the
reason is because many one-time expenditures that were related to
building the infrastructure for biodefense, buildings and facilities
that were needed in 2003 have been reinvested in the research
portfolio in 2004. Now those are the main elements of the budget
we are submitting. And as you said, Senator Specter, we are look-
ing forward to your input in this process. And obviously, we will
provide you with all the information that you may want us to pro-
vide you and answer all your questions in that regard.
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PREPARED STATEMENTS

But rest assured that we will and are committed and will be
committed to make sure that the return on investment of the NIH
continues to be the same it was in the past. Thank you very much.

[The statements follow:]

PREPARED STATEMENT OF DR. ELIAS ZERHOUNI
FISCAL YEAR 2004 PRESIDENT’S BUDGET REQUEST

Good morning, Mr. Chairman and members of the Committee. Let me begin by
expressing my deepest appreciation for the generous and bipartisan support of the
Congress, Secretary Thompson, President Bush, and the American people for the
completion of the doubling of the NIH budget this year. I recognize and appreciate
the extraordinary effort of this committee and, Mr. Chairman, your leadership as
well as your efforts, Senator Harkin—without which the doubling would not have
occurred. I thank you for it.

I also want to assure you that NIH fully understands and embraces its role as
the steward of our Nation’s investment in medical discovery. We must ensure that
these precious resources are used wisely and lead to tangible benefits that touch the
lives of everyone.

The year 2003 is truly a pivotal year for medical research. It is the year when
we celebrate the 50th anniversary of the discovery of the structure of DNA and its
direct consequence—the completed sequence of the Human Genome. We have wit-
nessed nothing short of a revolution in science over the past 5 years. Some may see
this year as the grand finale. I think of it more as the overture. As the 21st century
begins to unfold, we are poised to make quantum leaps in our knowledge about how
to improve people’s health.

In my testimony, I will demonstrate what health benefits have resulted from the
Nation’s longstanding investment in the NIH, along with some of our most recent
advances. Finally, I will outline emerging priorities and NIH’s plans for responding
to the health challenges before us.

THE NIH TRADITION

NIH-led progress in medical research is changing the landscape of disease. For
example, NIH research led to a major reduction in mortality related to coronary
heart disease and stroke. NIH contributed to this decline in a number of ways.
First, we identified cardiovascular risk factors and the importance of behavior modi-
fication, such as smoking cessation, dietary changes, and exercise, to reduce risk
and improve cardiovascular health. Second, we supported the basic science that led
to the development of pharmaceuticals to control hypertension and high cholesterol
levels. NIH-funded research also led to strategies as simple and inexpensive as tak-
ing aspirin to prevent heart disease and stroke, and life-saving procedures such as
angioplasty and coronary artery bypass grafting. We also continue to evaluate best
therapeutic strategies in medical practice, as in the recent ALLHAT trial
(Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Attack Trial)
that showed that hypertension can be effectively managed with an initial choice of
an inexpensive drug. Were it not for these advances and others, the expected death
toll from coronary heart disease would have been over 1,300,000 in 2000 as com-
pared to the actual death toll of 514,000.

Progress has been equally remarkable for Hepatitis B (HBV) and Hepatitis C
(HCV) infections. New cases of these infections are on the decline, in part, because
of improved vaccines and the reduced risk of infection from blood transfusion—both
outcomes of NIH-funded research. Because of changes in the criteria for donor re-
cruitment and new and improved approaches to testing blood, the risk of infection
through transfusion has been virtually eliminated.

The ability to screen for HIV infection—made possible by NIH research serves as
an important target for both prevention and treatment of AIDS. The mortality rate
of this devastating disease is now one fifth of what it would have been without re-
search on the fundamental biology of the HIV virus. Research on behavioral inter-
ventions to prevent HIV infection and improve its treatment also contributed to bet-
ter control of the spread of this disease in our country.

One more dramatic example can be found in the development of the Haemophilus
Influenza B vaccine. The results of this NIH research have led to a virtual elimi-
nation of this disease in our country and, the disease is in the process of being elimi-
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nated worldwide. In the not too distant past, the complications of Hib made this dis-
ease the leading cause of acquired mental retardation in infants and children.

NEW CHALLENGES AND STRATEGIES

Due in part to research advances; the burden of disease is now shifting from more
acute and lethal forms of disease to chronic illness. Our success in conditions like
myocardial infarction and infectious diseases is leading to better survival rates. As
the result of such prolonged survival and the aging of the population, the incidence
of chronic and long-term diseases, such as congestive heart failure, cancer, Alz-
heimer’s disease, Parkinson’s Disease, diabetes, and obesity, among others, is in-
creasing.

For example, although we have witnessed reductions in acute coronary heart dis-
ease, the burden of congestive heart failure has increased during the last 30 years
of the 20th century. As another case in point, more people are living with cancer,
as therapies transform this once acutely fatal disease into a more chronic and man-
ageable condition.

Furthermore, rapid changes in our environment and lifestyle lead to disequilib-
rium between our genetic make-up and our ability to adapt to these changes. The
most dramatic recent example is the rise in the incidence of obesity, due in part
to the greatly increased availability of food and reduced daily physical energy re-
quirements.

It is imperative that we develop more comprehensive strategies to address such
emerging challenges. In all likelihood, these strategies will require a better under-
standing of: (1) the series of molecular events that lead to disease in the hope of
affecting its course before the disease develops, so-called Molecular Prevention; (2)
the interactions between genes, the environment, and lifestyle as they relate to the
etiology and progression of disease; ways of delaying the onset of the disease and/
or ways to reduce the severity of its course and its impact on quality of life.

All of these strategies will need to be explored simultaneously and it is this sys-
tematic approach, from most basic to applied research, that will produce much need-
edlresults. Several important examples of these strategies have already proved their
value.

For example, a major cause of blindness, age-related macular degeneration
(AMD), currently affects 1.75 million Americans. They have advanced degeneration
in at least one eye. Over 7 million individuals are at substantial risk of developing
AMD. Its prevalence increases dramatically with age; for more than 15 percent of
white females over 80 years of age have AMD. By the year 2020, the number of peo-
ple with AMD will increase by 50 percent to 2.95 million.

NIH is engaged in a major research program to understand the predisposing fac-
tors, the clinical course, and the prognostic factors of AMD. Researchers found that
giving high levels of antioxidants and zinc reduce the risk of developing advanced
AMD by about 25 percent. These nutrients also reduce the risk of advanced AMD-
induced vision loss by about 19 percent. These findings may help people who are
at high risk of developing advanced AMD keep their vision. Over the next five years,
329,000 people in the United States (66,000 per year) could be saved from advanced
AMD. More remains to be done. We need to spread the word to change practices,
and we need to continue work to identify the genes that control the risk of this dev-
astating disease as well as to develop more interventions to prevent or delay the
onset of blindness.

In another example, many doctors today who are treating patients with rheu-
matoid arthritis remember all too well how challenging treatment was not so long
ago. In the early 1980s, treatment was initiated in what was known as a thera-
peutic pyramid. Patients would first be given a course of aspirin or another non-
steroidal anti-inflammatory drug (NSAID), and would be followed to see if erosions
occurred in the bone. If erosions did occur or if the patients did not respond to the
NSAIDs, the next course was anti-rheumatic drugs that were added one-by-one as
the disease progressed. Sadly, the disease-modifying therapy was initiated only after
the patient was already on the road to disability. The root causes of the disease
were not known, but the discovery, originally made through cancer research, of the
role of Tumor Necrosis Factor (TNF), a naturally occurring protein in the body that
mediates inflammation, dramatically changed the treatment landscape. By specifi-
cally targeting this protein with customised antibodies, entirely new drugs were de-
veloped and approved for the treatment of rheumatoid arthritis, including
etanercept and infliximab. These were the first biological-response modifying anti-
body drugs that behave as antagonists—meaning that they work by specifically
blocking the action and decreasing the availability of TNF.
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These new-targeted therapies showed substantial effectiveness in people with
rheumatoid arthritis who had not previously responded to other treatments. The
treatments are generally well tolerated, although some concerns have been raised
recently about the long-term effects of these agents. Other studies reported that
infliximab and methotrexate used in combination not only reduced the symptoms of
rheumatoid arthritis, but also halted the progression of joint damage when com-
pared to the use of previous forms of therapy. Scientists involved in this study ob-
served that in the last 2 years, aheumatoid arthritis research has moved further
than in the previous 30 years, and that a wealth of new treatments is now available
that have the potential to prevent and heal structural damage to the joints of people
with this debilitating disease.

THE NEED FOR A STRATEGIC ROADMAP

The change in the landscape of disease requires us to adopt new approaches and
accelerate the pace of our discoveries. The need has never been so pressing, the op-
portunities have never been greater, and challenges have never been more daunting.
The NIH must simetaneously learn from the past, act in the present, and plan for
the future. It must institute the changes necessary to improve the health of the
American people. We need to proactively define enabling initiatives—how best to ad-
vance science as well as what science to advance. We need to map the terrain and
over the past nine months we have been engaged in just such an effort.

Soon after I arrived at NIH, I convened a series of meetings to develop a “Road-
map.” My goal was to develop a short list of the most compelling initiatives that
the NIH should pursue that would make the biggest impact on biomedical research.

This assessment was needed because powerful and unifying concepts of biology
are emerging that hold the potential to lead to rapid progress. For example, in the
past, cancer research was considered vastly different than heart or brain research.
Today, with recent discoveries in molecular and cell biology, we know that biological
systems obey common laws and follow similar pathways in both health and disease.
Efforts to fully understand these complex molecular events are beyond the reach of
any one laboratory or group of investigators. As we begin to decipher the tidal wave
of knowledge we have amassed, the scope, the scale, and the complexity of 21st cen-
tury science will require us to devise even newer ways to explore biology for the
sake of improving health.

Three major themes emerged from these Roadmap meetings. First, we must un-
cover new pathways to scientific discovery. For example, we must develop a com-
prehensive understanding of the building blocks of the body’s cells and tissues and
how complex biological systems operate. Also, structural biology will provide vital
information about the proteins that make up the human body. Molecular libraries
will give us new tools and targets for effective therapies. Overall, these examples,
plus nanotechnology, computational biology and bioinformatics and molecular imag-
ing will provide the foundation upon which new treatments, diagnostics and preven-
tion strategies will emerge.

The second theme that emerged from our consultations is the changing dynamics
of the research teams of the future. Because of the complexity and scope of today’s
scientific problems, traditional “mentor-apprentice” models must be replaced by in-
tegrated teams of specialists from numerous disciplines that were considered unre-
lated in the past. Imaging research, for example, requires cell biologists, computer
programmers, radiologists, and physicists to work collaboratively on new diagnostics
and treatments.

The third theme that was voiced again and again by researchers is the need to
re-engineer the national clinical research enterprise for optimal translation of our
discoveries into clinical reality. The list of what is needed is long—it includes sup-
porting multidisciplinary clinical research training career paths, introducing innova-
tions in trial design, stimulating translational research, building clinical resources
like tissue banks, developing large clinical research networks, and reducing regu-
latory hurdles. We must explore a standard clinical research informatics strategy,
which will permit the formation of nation-wide “communities” of clinical researchers
made up of academic researchers, qualified community physicians, and patient
groups.

Our vision is to make sure that our citizens benefit from a vibrant clinical re-
search system—a system that will allow us to more efficiently translate our break-
throughs in basic research with the goal of improving health.

The three thematic areas that I just described, that is, new pathways to discovery,
multidisciplinary teams, and reengineering the clinical research enterprise, focus on
technologies and systems that will enable researchers today and in the future to not
only solve problems more quickly, but also to ask questions that we have not been
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able to ask before—questions so complex that without the aid of these efforts they
would be impossible to address.

Efforts to understand the building blocks of the body’s cells and tissues and to
understand how complex biological systems work can lead directly to new ap-
proaches to improving health or preventing disease. A recently discovered biological
phenomenon called RNAi—or RNA interference—has led to the development of a
new and potent research tool, which is being used to identify the function of specific
genes in normal biological and disease processes.

A recent study, co-funded by NIH, used RNAi to identify genes involved in the
regulation of fat metabolism in the roundworm experimental model in an effort to
better understand obesity. One at a time, each of the 17,000 genes of the round
worm was turned off using this novel method. Researchers found that inhibition of
305 genes decreased body fat, whereas inhibition of 112 genes increased fat storage.
With this information, researchers identified new genes involved in fat metabolism,
genes common in many organisms, including humans. These genes now give re-
searchers multiple new opportunities for understanding obesity and new targets for
the development of therapies. This is just one example of how these new approaches
are beginning to transform medical research.

Finally and importantly, the NIH must communicate our research results both to
the lay public and health professionals. NIH works in partnership with many dif-
ferent organizations to communicate scientific results and health information to the
medical research community, health care providers, patients, the media and the
general public across the nation. We conduct our education and outreach efforts in
collaboration with other federal agencies, state agencies, private sector organiza-
tions and national health care organizations. We have made progress in this area.
For example, the NIH Web site is now the most accessed of all government health
and science web sites. This aspect of our mission will continue to be a priority for
NIH.

BIODEFENSE

Civilian biodefense research has become a new core priority at NIH and a promi-
nent component of our budget. Over the last year and a half, we responded to the
most urgent needs of biodefense, namely the development of countermeasures such
as vaccines, therapeutics, and diagnostic tests. These will allow us to respond to and
control the intentional or unintentional release of agents of terrorism that affect
human health, including infectious disease and microbial toxins. We are also now
systematically reviewing our portfolio of biodefense research to include radiation
and chemical exposures, and mental health preparedness research. Biodefense re-
search will be the topic of a separate hearing.

Mr. Chairman, I am pleased to present the President’s fiscal year 2004 request
for the National Institutes of Health of $27,663 million for the programs of NIH that
fall under the purview of this Committee. This level will allow us to support our
highest research priorities and continue the momentum we gained during the his-
toric doubling of the NIH budget. In large part this is possible because of the very
significant amount of one-time costs supported in fiscal year 2003 that will not be
required in fiscal year 2004. Once these have been taken into account, NIH will be
able to increase the amount available for research by 7.5 percent. Even after exclud-
ing increases for the Administration’s highest priority—homeland defense—the re-
search components of the NIH budget will still increase by 4.3 percent. The request
will allow us to support the highest number of new and competing grants in his-
tory—10,509 new and competing grants. At this level, we will be able to continue
to support approximately one-in-three of the research grant applications we receive.
The final enacted fiscal year 2003 appropriation is very close to the President’s re-
quest. In the coming weeks, NIH will work with appropriate staff to clarify discrep-
ancies between the fiscal year 2003 request and the enacted level.

Special emphasis will be placed on areas of growing concern such as obesity and
diabetes, the IDeA program, and the Best Pharmaceuticals for Children’s Act. A
total of $35 million is requested through the Director’s Discretionary Fund to sup-
port our important Roadmap activities. As the fiscal year 2004 budget is developed,
NIH will work with appropriate staff to clarify discrepancies.

In sum, the plans I have outlined here today are ambitious and rightly so. They
rise to the many scientific opportunities and significant health challenges that lie
before us. Once again, my thanks to you and the American public for your continued
investment in biomedical research to improve the health of everyone.
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BUILDINGS AND FACILITIES PROGRAM

The Buildings and Facilities (B&F) program supports the physical infrastructure
required to carry out the in-house component of the biomedical research mission of
the National Institutes of Health (NIH). The fiscal year 2004 Buildings and Facili-
ties budget request supports efforts to sustain a robust, modern, safe and secure
physical infrastructure for the conduct of basic and clinical research and research
support across the spectrum of biologic systems and diseases.

The B&F budget request is the product of a deliberate, corporate facilities plan-
ning process both within the NIH and the Office of the Secretary, Assistant Sec-
retary for Administration and Management, HHS. At the NIH, the Facilities Plan-
ning Advisory Committee (FPAC) oversees this process and provides advice to the
NIH leadership and Director. The FPAC is also instrumental in adjusting priorities
as necessary to deal with unanticipated public health challenges and changes in na-
tional priorities. The goal of the planning process is to optimally meet the changing
facility needs of the NIH research programs in the Washington, D.C., region and
across the NIH field stations with a mix of owned and leased facilities. The fiscal
year 2004 Buildings and Facilities (B&F) budget request supports the NIH’s re-
search infrastructure priorities. The request includes projects and programs to re-
sponsibly manage the repair and upkeep of the existing physical infrastructure, and
to maintain our facilities at an optimal operating standard to meet mission as well
as safety and regulatory requirements.

The NIH appreciates the support from Congress in fiscal year 2003 for NIH’s
Physical Security, Biodefense facilities, and the final phase of the construction of the
Mark O. Hatfield Clinical Research Center.

The fiscal year 2004 request maintains responsible funding support for the ongo-
ing safety, renovation and repair, and related projects that are vital to proper stew-
ardship of the entire portfolio of real property assets and continues the functional
integration of the clinical research components of the existing Building 10 with the
new Mark O. Hatfield Clinical Research Center (CRC).

The fiscal year 2004 B&F budget request is organized among three broad Program
Activities: Essential Safety and Regulatory Compliance, Repairs and Improvements,
and Renovations. The fiscal year 2004 request provides funds for specific projects
in each of the program areas. The projects and programs enumerated are the end
result of the aforementioned NIH Strategic Facilities Planning process and are the
NIH’s capital facility priorities for fiscal year 2004.

FISCAL YEAR 2004 BUDGET SUMMARY

The fiscal year 2004 budget request for Buildings and Facilities is $80 million.
The B&F request includes a total of $14 million for Essential Safety and Regulatory
Compliance programs composed of $2 million for the phased removal of asbestos
from NIH buildings; $5 million for the continuing upgrade of fire and life safety de-
ficiencies of NIH buildings; $1.5 million to systematically remove existing barriers
to persons with disabilities from the interior of NIH buildings; $0.5 million to ad-
dress indoor air quality concerns and requirements at NIH facilities; and $5 million
for the continued support of the rehabilitation of animal research facilities. In addi-
tion, the fiscal year 2004 request includes $60.5 million in Repairs and Improve-
ments for the continuing program of repairs, improvements, and maintenance that
is the vital means of maintaining the complex research facilities infrastructure of
the NIH. Finally, the request includes $5.5 million in Renovations for the Building
10 Transition Program.

My colleagues and I will be happy to respond to any questions you may have.

PREPARED STATEMENT OF DR. DUANE ALEXANDER

Mr. Chairman and Members of the Committee: I am pleased to present the fiscal
year 2004 President’s budget request for the National Institute of Child Health and
Human Development (NICHD). The fiscal year 2004 budget includes $1,245 million,
an increase of $41 million over the fiscal year 2003 enacted level of $1,205 million
comparable for transfers proposed in the President’s request. The NIH budget re-
quest includes the performance information required by the Government Perform-
ance and Results Act (GPRA) of 1993. Prominent in the performance data is NIH’s
second annual performance report which compares our fiscal year 2002 results to
the goals in our fiscal year 2002 performance plan.

Forty years ago, the U.S. Congress charged the NICHD with a broad mandate.
The Institute was asked to develop a research program to ensure that people are
able to have children when they want them; that every child is born healthy; that
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women suffer no adverse consequences from the reproductive processes; and that
children experience healthy physical, cognitive, behavioral, and social development,
reaching adulthood free of disease and disability, and able to lead productive lives.

We have made exceptional progress toward those goals during the last 40 years.
Infant mortality has been cut by more than 70 percent, largely due to NICHD re-
search that has lead to new ways to treat and prevent respiratory distress syn-
drome, to manage premature infants, and to reduce Sudden Infant Death Syndrome.
Mental retardation in the United States has been significantly reduced because we
have conquered and controlled some of its leading causes: Hemophilus influenza
type b (Hib) meningitis, phenylketonuria (PKU), measles encephalitis, and jaundice.
Infertility that deprived millions of couples from conceiving children can now be di-
agnosed and in many cases treated. Transmission of HIV infection from mother to
baby has been reduced from 27 percent to less than 2 percent in the U.S. as a result
of research showing the effectiveness of administering antiretroviral drugs to the
mother during pregnancy and to the infant just after birth.

We look forward to building on 40 years of scientific achievements and we would
like to share with you recent achievements that are improving the health of the
American people.

PREMATURE BIRTH: NEW RESEARCH MAY REVERSE A TREND

The number of infants who are born prematurely is increasing. While infant mor-
tality rates have decreased significantly in recent years, the number of premature
low birth weight babies born has increased by 11 percent over the last two decades.
The number of premature very low birth weight infants, weighing less than 1,500
grams, has increased by 24 percent. Research supported by the NICHD has helped
many premature infants to survive. But these infants can develop neurological, res-
piratory, or other conditions causing life-long disabilities. Recently, NICHD sci-
entists discovered that weekly injections of progesterone, a readily available hor-
mone, can lower premature birth by more than one-third among women who are at
risk of premature delivery. In this study, like many clinical studies, some of the
women received the progesterone and some received a placebo injection. The results
were so dramatic that the scientists halted the study and administered progesterone
to all women enrolled in the study.

ORAL CONTRACEPTIVES AND BREAST CANCER: NO ASSOCIATION

The NICHD research has also provided reassuring evidence to women and their
physicians who may be concerned about a possible relationship between oral contra-
ceptive use and breast cancer. About 80 percent of U.S. women born since 1945 have
used oral contraceptives. Conflicting studies had caused concern about the possible
effect of oral contraceptive use on breast cancer risk. The NICHD’s Women’s Contra-
ceptive and Reproductive Experiences Study found that women between the ages of
35 and 64 who took oral contraceptives at some point in their lives were no more
likely to develop breast cancer than other women the same age who never took oral
contraceptives. Many women who took oral contraceptives during their reproductive
years are now reaching the ages of greatest breast cancer risk. This study should
resolve the long-standing concern that oral contraceptive use might be associated
with an increased risk of breast cancer in later life.

VASECTOMY AND PROSTATE CANCER: NO ASSOCIATION

Another study supported by the NICHD answered an important question for men
who have had vasectomies. About one out of six American men over the age of 35
has had a vasectomy. Some studies conducted in the United States in the early
1990s reported a moderately increased risk of prostate cancer among men who un-
derwent vasectomy. Other studies found no such risk. Because of this conflicting evi-
dence, many urologists have increased prostate cancer screening of men who had
vasectomies and have discouraged vasectomies in men with a family history of pros-
tate cancer. The NICHD study found that men who had a vasectomy were no more
likely to develop prostate cancer than those who had not had a vasectomy. The
study also found that men who had vasectomies as long as 25 years ago did not
have an increased risk of prostate cancer. These results should reassure men who
have had or who are considering a vasectomy.

STROKE PATIENTS IMPROVE FUNCTION OF IMPAIRED LIMB

The results of other NICHD-supported research provide encouraging news to some
stroke victims. Until recently, therapy for stroke victims often involved teaching pa-
tients to strengthen their less impaired limb for several weeks after a stroke. The
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prevailing view among rehabilitation professionals was that patients’ motor ability
reached a plateau at about six months after a stroke. They believed that additional
therapy would provide little if any additional benefit. But new research has shown
that the use of the impaired limb can improve significantly a year or more after a
stroke. Using “Constraint Induced Therapy,” researchers showed that constraining
the good or less affected limb for 10 days can help restore a great deal of mobility
to the impaired limb.

TRAUMATIC BRAIN INJURY NETWORK FOR BETTER TREATMENTS

Traumatic brain injury is one of the leading causes of death and disability in chil-
dren and adults. An estimated two million head injuries occur in the United States
each year. As a result of advances in emergency medicine at the accident scene and
the hospital, many TBI victims are living longer. However, many will live with per-
sistent physical, cognitive, behavioral and social deficits that compromise their qual-
ity of life. Research over the last two decades has demonstrated that not all
neurologic damage occurs at the moment of injury, but evolves over the minutes,
hours, and days after an accident. Research also has dramatically improved the im-
mediate care, follow-on care, and rehabilitative process for TBI patients. Yet there
are many unanswered questions about the underlying damage and the reasons for
reduced functioning associated with TBI. In addition, to determine the most appro-
priate therapies for children and young adults with TBI, multiple sites are needed
to evaluate various interventions with many patients. To address this need, the
NICHD recently established the Traumatic Brain Injury Clinical Trials Network.
The Network will evaluate medical, rehabilitative, and educational interventions to
identify which ones most effectively improve the long-term outcomes of TBI patients.

NEW FRAGILE X CENTERS WILL DEVELOP TREATMENT OPTIONS

Fragile X syndrome is the most common genetically-inherited form of mental re-
tardation currently known. The condition occurs in every 1 out of 2,000 males and
in 1 in 4,000 females. The syndrome is caused by a mutation in a specific gene
(FMR1) on the X chromosome. In its fully-mutated form, the FMR1 gene interferes
with normal development. In a partially mutated (premutation) form, the FMR1
gene can cause fragile X syndrome in the children of a carrier (a person who has
the premutation gene). Until recently, however, the premutation form was not
thought to cause symptoms in carriers. Scientists have now identified a subgroup
of premutation FMR1 carriers with symptoms that appear to be associated with the
gene. Symptoms included mild cognitive and emotional problems and, in female car-
riers, premature menopause. In older male carriers, the premutation gene is associ-
ated with a neurological syndrome. Identifying a genetic basis could be a first step
toward accurate diagnosis and, possibly, development of new treatments for these
often overlooked symptoms. In addition, to develop improved diagnostic techniques
and treatment options, the NICHD will begin funding three new Fragile X research
centers in fiscal year 2003. Each center will call upon the combined expertise of sev-
eral researchers working in diverse fields to investigate different aspects of the dis-
order. The new Fragile X Research Centers will study issues such as how the fragile
X affects the developing brain and nervous system, how the disorder progresses
throughout an individual’s life span, and effective treatments that can improve the
behavior and mental functioning of people with fragile X syndrome.

STRATEGIC ALLIANCES WITH MINORITY GROUPS TO REDUCE SIDS

Less than ten years ago, the NICHD initiated a campaign urging parents and care
takers to place infants on their backs to sleep to reduce the risk of Sudden Infant
Death Syndrome (SIDS). Since that time, the SIDS rate in the U.S. has declined
by more than 50 percent. This dramatic decline represents a significant public
health achievement because the SIDS rates had remained tenaciously steady prior
to the NICHD campaign. Although the SIDS rates have declined in all populations
since the campaign began, the SIDS rate among African American infants remains
double that of white infants. Among Alaska Natives and many American Indian
tribes, the rates are higher still. To begin closing this gap, the NICHD has formed
strategic alliances with the Alpha Kappa Alpha sorority, The National Coalition of
100 Black Women, and The Women in the NAACP. In collaboration with these orga-
nizations, the NICHD has planned and will support a series of “summit” meetings
in three U.S. cities with high rates of African American SIDS deaths. These sum-
mits will enlist the resources of faith-based and community organizations, public
health officials, and service organizations to help establish an infrastructure that
will provide information, material, and support for reducing SIDS among African
American infants. Each organization will take the lead in organizing one of the sum-
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mit meetings and will continue to serve as the catalyst for SIDS risk reduction ac-
tivity in that city and its surrounding region.

The NICHD has also initiated a project with American Indian and Alaska Native
groups to reduce SIDS and infant mortality in these populations. At NICHD-spon-
sored meetings in Minneapolis, MN and Rapid City, SD, representatives of Tribal
Chairman’s Health Boards and Alaska Native health organizations provided the
NICHD with a blueprint to support the activities of community health workers in-
volved in SIDS risk reduction education. The NICHD will develop and disseminate
the materials for this effort during the current year.

TESTING DRUGS TO IMPROVE HEALTH OF CHILDREN AND PREGNANT WOMEN

In fiscal year 2004, the NICHD will continue to invest in research and programs
that benefit the American people. One such investment is the fulfillment of the Best
Pharmaceuticals for Children Act (BPCA). The immature physiology of children
means that drugs approved to prevent or treat illness in adults may have different
effects in younger patients, requiring children’s physicians to prescribe different
doses and make other adjustments in drug therapies. However, for approximately
seventy-five percent of the pharmaceuticals approved by the Food and Drug Admin-
istration (FDA) for adults, there are inadequate safety and efficacy data to allow ap-
proval for pediatric uses, or to guide physicians in prescribing these drugs for chil-
dren. The BPCA, signed into law in January 2002, directs the NIH to issue con-
tracts to test in children off-patent prescription drugs already approved for adults.
Working with the FDA and other experts, the NICHD identified a priority list of
drugs to be tested through the Institute’s Pediatric Pharmacology Research Units
(PPRUs) and at other sites. The fiscal year 2004 budget request includes an increase
of $25 million, across all of the NIH Institutes and Centers (ICs), for these studies.

Drugs prescribed to pregnant women are also a concern. Although nearly two-
thirds of all pregnant women take at least four to five drugs during pregnancy and
labor, the effects of these prescribed drugs on a pregnant woman and her fetus re-
main largely unstudied. In addition, little is known about how pregnancy-related
changes in cardiac output, blood volume, intestinal absorption, and kidney function
may influence drug absorption, distribution, utilization, and elimination. Therefore,
the NICHD will establish a new network of Obstetric-fetal Pharmacology Research
Units that will allow investigators to conduct key pharmacologic studies of drug dis-
position and effect during normal and abnormal pregnancies.

EXPANSION OF NEWBORN SCREENING THROUGH MICROARRAY TECHNOLOGY

At present, all states routinely screen all newborns for only two disorders: phenyl-
ketonuria (PKU) and congenital hypothyroidism. These are conditions for which ef-
fective treatments are available. In addition, most states screen for a mix of 1 to
15 other disorders, but some commercially available tests can screen for up to 50
conditions. A Secretarial-level panel and the American Academy of Pediatrics have
recommended that an expanded and standardized approach to newborn screening
be developed. To address this need, the NICHD proposes to apply the knowledge
and techniques garnered from the Human Genome Project. Using cord blood and
microarray technology, there is the potential to identify disease genes at birth for
more than 200 single gene defects associated with mental retardation, nearly 100
associated with immunodeficiency disorders, approximately 10 causes of muscular
dystrophy, and cystic fibrosis. Although treatments are available for many of these
conditions, effective study of potential new treatments for others requires a popu-
lation who has not yet developed symptons of the condition. Screening of newborn
infants can provide this population. This testing could be done in one procedure so
that economies of scale and simplicity may overcome one of the major obstacles to
widespread acceptance of expanded newborn screening: cost.

The NICHD will collaborate with several other ICs, research institutions, and in-
dustry to develop the appropriate microarray chip and associated technology for
mass screening and pilot test the new screening technology. This approach would
maximize the use of newborn screening for preventive purposes. Moreover, by devel-
oping this translational research, NICHD will fulfill one of the objectives of the NTH
road map activities.

Mr. Chairman, I will be happy to provide answers to any questions you have.

PREPARED STATEMENT OF DR. JAMES F. BATTEY, JR.

Mr. Chairman and Members of the Committee, I am pleased to present the Presi-
dent’s budget request for the National Institute on Deafness and Other Communica-
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tion Disorders (NIDCD). The fiscal year 2004 budget includes $380,377,000, which
reflects an increase of $10,190,000 over the fiscal year 2003 enacted level of
$370,187,000 comparable for transfers proposed in the President’s request. Dis-
orders of human communication exact a significant economic, social, and personal
cost for many individuals. The NIDCD supports research and research training in
the normal and disordered processes of hearing, balance, smell, taste, voice, speech,
and language. Results of NIDCD’s research investment will foster the development
of more precise diagnostic techniques, novel intervention and prevention strategies,
and more effective treatment methods for the millions of Americans with commu-
nication disorders. My testimony will highlight some examples of research progress
in human communication sciences.

Cochlear Implants.—If Ludwig van Beethoven were able to reverse his deafness
and regain his hearing again as he reached the climax of his career as a composer,
would the world have been blessed with even more of his music? Scientific tech-
nology has advanced significantly since the 18th century, and assistive hearing de-
vices are now able to restore sound perception to deaf individuals. One such device,
the cochlear implant, has provided hope to thousands of deaf individuals worldwide.
A cochlear implant converts sound into electrical impulses, bypassing the damaged
sensory hair cells that detect sound, stimulating the auditory nerve directly and re-
storing sound perception. According to the Food and Drug Administration 2002
data, approximately 59,000 people worldwide have received cochlear implants. In
the U.S., about 13,000 adults and nearly 10,000 children have received them. With
over 30 years of NIH research investment, the cochlear implant has evolved from
an experimental device to a commercially available treatment to assist those who
are profoundly deaf or severely hearing impaired.

Hereditary Deafness Gene Discovery.—Within the last seven years, over 70 dif-
ferent genes for hearing loss that is not associated with other inherited characteris-
tics (nonsyndromic hereditary hearing impairment) have been mapped and over 25
identified. In addition, several genes essential for normal auditory development and/
or function have been identified using mouse models. Recently, scientists have dis-
covered a new gene of unknown function, TMC1, in which mutations cause deafness.
NIDCD intramural scientists have identified a mutation in the mouse Tmcl gene
which causes similar types of dominant and recessive hearing loss found in large
human family studies. In mice, mutations in the Tmcl gene causes defects in the
function of the specialized sensory hair cells of the inner ear. Hair cells detect and
convert the physical stimulus of sound into electrical impulses sent to the brain via
the auditory nerve. This research contributes to new models for studying specific
forms of human deafness.

Sensory Stereocilia Renewal Aid Recovery to Hearing Loss.—Stereocilia, or hair
cell bundles, are fine projections in the inner ear that vibrate when stimulated by
sound. The movement of the stereocilia activates a molecular pathway that gen-
erates an electrical signal from the auditory nerve to the brain, which is interpreted
to be sound. Stereocilia are located in the surface of the inner ear and are supported
by a rigid and dense core of filaments. Until recently, this core was thought of as
a stable structure whose sole function was to serve as rigid supports for changes
in the mechanical property of the hair cells. NIDCD intramural scientists have dis-
covered that there is a continuous renewal of the stereocilia core every 48 hours.
This process occurs in the mature bundles during recovery from temporary noise-
induced hearing loss and suggests that the stereocilia core structure plays an un-
foreseen role in this recovery process. Such a renewal mechanism could also provide
more information on the molecular basis of genetic, environmental, and age-related
inner ear disorders that involve malformation or disruption of stereocilia.

Motor Protein Facilitates the Speed of Sound.—One important component in the
mechanical transmission of sound from the ear to the brain is Myosin-1C, a major
motor protein involved in the movement of the stereocilia in the inner ear. It is hy-
pothesized that motor proteins serve as the link between the stereocilia’s membrane
and cell core thereby changing the polarity of hair cells following sound vibration.
NIDCD-supported scientists are in the process of deciphering how Myosin-1C works.
Specifically, they used a chemical-genetic approach to inhibit Myocin-1C motor pro-
tein activity in mice by introducing a custom designed amino acid that alters the
protein’s function. The designer amino acid rendered the protein susceptible to a
controllable inhibitor, thus allowing regulation of the protein’s motor function. These
results demonstrate the importance of Myosin-1C in transmitting sound to the
brain, allows observation of protein function in a controllable native environment
and permits assessment of protein function in a biological process.

Antibiotic Controls the Vertigo of Méniére’s Disease.—Méniere’s disease is a dis-
tressing and often disabling disorder of inner ear function, characterized by sponta-
neous attacks of vertigo, fluctuating hearing loss, tinnitus and fullness in the ear.
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When vertigo cannot be controlled by diet or medication, severing of a vestibular
nerve from the affected ear usually controls vertigo while preserving hearing.
NIDCD-supported scientists have demonstrated that a single injection of the anti-
biotic, gentamycin, through the eardrum into the middle ear space, is an alternative
to surgery and is effective in diminishing vestibular response and in controlling
vertigo in individuals with Méniére’s disease. Experimental studies suggest that
gentamycin reduces vestibular responsiveness, and hence, vertigo, by causing a toxic
effect on the vestibular hair cells, the sensory receptors that detect head motion
stimuli and orientation.

Odorant Receptors Help Mosquitoes Smell Their Prey.—The sense of smell (olfac-
tion) plays an important role for blood-feeding female mosquitoes in finding a host.
Mosquito-borne disease is a serious world health concern, and the mosquito is
known to transmit a variety of deadly diseases, including malaria, West Nile virus,
dengue and yellow fever. Host preference, especially to humans, in the female mos-
quito is a critical component of disease transmission. NIDCD-supported scientists
are characterizing the genes that play a role in the function of the olfactory system
of Anopheles gambiae and have identified odorant receptor-encoding genes selec-
tively expressed in the olfactory organs of this malaria-transmitting mosquito.
Blood-feeding and host preference selection involve only the female mosquito, so the
scientists studied the expression of odorant receptor genes, AgOr, in the female mos-
quito’s primary olfactory organ—its antennae. It was observed that AgOrl is turned
off in the olfactory tissue of the female mosquito 12 hours after a blood meal, which
is consistent with decreased host-seeking behavior. These findings suggest that
AgOrl may detect an olfactory signal that is active in female mosquitoes before but
not after a blood meal. Developing selective antagonists to AgOrl may help to con-
trol the transmission of malaria and other mosquito-borne diseases, and may also
represent a novel disease prevention approach that is based on an understanding
of olfactory receptor genes. In addition, these findings may ultimately be useful in
developing new repellants and attractants that are more effective, economical and
ecologically friendly.

Discovery of an Amino Acid Taste Receptor.—Taste is responsible not only for at-
traction and repulsion to various foods but is also responsible for providing impor-
tant information about the chemical environment. The basic taste qualities are
sweet, sour, salty, bitter and umami (the taste of monosodium glutamate or the
taste associated with protein-rich foods). A major challenge in taste research is iden-
tifying the various types of taste receptors on the tongue that respond to different
structurally diverse compounds. Recently, scientists have identified a taste receptor
dedicated to tasting amino acids, the building blocks of proteins that are involved
in the biological processes in the body. It has been known that sweet-, bitter- and
umami-tasting substances activate G-protein-coupled receptors in the tongue.
NIDCD-supported scientists discovered that two subunits in the T1R receptor fam-
ily, T1R1 and T1R3, can combine to form an amino acid receptor, T1R1+ 3, that re-
sponds to most of the 20 standard amino acids. Identification of an amino acid taste
receptor provides a new tool to help scientists decode the molecular basis for detect-
ing different taste qualities in mammals.

Do Stutterers Have Different Brains?—To study the brain activity patterns in the
cortical speech-language areas of the brain of individuals who stutter, NIDCD-sup-
ported scientists performed brain imaging studies on two groups of adults; those
with or without persistent developmental stuttering (PDS). Results of the analysis
showed that differences in the speech-language areas of the brain are more common
in adults with PDS, although no one anatomic feature accounted for the group dif-
ferences. The major anatomic finding was that the size of the right and left planum
temporale (PT) of the brain were significantly larger in the adults with PDS. The
PT 1s important for higher order processing of language information. The results
about the PT size and other findings, such as variations of infolding patterns of the
brain, demonstrate that atypical size or shape of the speech-language area may put
individuals at risk for stuttering.

Speech-Sound Disorders are Risk for Later Academic Impairments.—Children with
speech-sound disorders often have difficulties in other areas of language as well.
These disorders are characterized by the inability to use speech sounds that are nor-
mal for the individual’s age and dialect. Speech-sound disorders involve language
difficulty affecting an individual’s ability to learn and organize speech sounds into
a system of sound patterns. Poor awareness of speech skills and a weakness in vocal
sound classification in verbal memory may put children of preschool age with
speech-sound disorders at risk for later spelling difficulties. In a recent NIDCD-sup-
ported study, the spelling errors of children with history of speech-sound disorders
were analyzed to predict the association between weaknesses in spoken language
skill in early childhood and school-age spelling abilities. The findings of this study
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support previous research indicating that children with early speech-sound disorders
are at risk for later spelling difficulties. Evidence from studying these families
raises the possibility of a common genetic cause for speech/language and written
language disorders. Although the genetic cause for these disorders is not known,
specific signs of the disorder suggest a male gender bias since brothers were also
more likely to have the disorder than sisters. The findings of this study reveal that
preschool children with speech-sound disorders are at risk for later spelling impair-
ments even after productive speech disorders have resolved.

A Possible Gene for Childhood Language Disorders.—Children who fail to develop
language normally (in the absence of factors such as neurological disorders, hearing
impairments, or lack of adequate opportunity) have specific language impairment
(SLI). SLI has a prevalence of approximately 7 percent in children entering school
and is associated with later difficulties in learning to read. Research studies have
consistently demonstrated that SLI clusters in families, suggesting that genetic fac-
tors may be an important cause of SLI. NIDCD-supported scientists are scanning
the genome for the location of the gene suspected of causing SLI, by studying fami-
lies where multiple members have with language/reading disorders. The study
showed significant evidence of a link between a region of chromosome 13 and sus-
ceptibility to SLI. Further analysis also suggests two additional gene locations on
chromosomes 2 and 17 that may play a role in SLI. In addition, mutations in the
same region in chromosome 13 is implicated in autism, and some children with au-
tism show language deficits that are very similar to SLI.

Mr. Chairman and Members of the Committee, these are just a few examples of
NIDCD’s research advances. I would be pleased to answer any questions you may
have.

PREPARED STATEMENT OF DR. FRANCIS S. COLLINS

Mr. Chairman and Members of the Committee: Due in great part to the visionary
leadership and commitment of Congress, this month the International Human Ge-
nome Project (HGP), led by the National Human Genome Research Institute
(NHGRI) of the National Institutes of Health (NIH), will have accomplished all of
its original goals, ahead of schedule and under budget. This historic achievement,
in the month of the 50th anniversary of Watson and Crick’s seminal publication of
the structure of DNA, opens the genomic era of medicine. April will also witness
the publication of a bold vision for the future of genomics research, developed by
the NHGRI. This vision, the outcome of almost two years of intense discussions with
hundreds of scientists and members of the public, has three major areas of focus:
Genomics to Biology, Genomics to Health, and Genomics to Society.

Genomics to Biology.—The human genome sequence provides foundational infor-
mation that allows development of a comprehensive catalog of all of the genome’s
components, determination of the function of all human genes, and deciphering of
how genes and proteins work together in pathways and networks.

Genomics to Health.—Completion of the human genome sequence offers a unique
opportunity to understand the role of genetic factors in health and disease, and to
apply that understanding rapidly to prevention, diagnosis, and treatment. This op-
portunity will be realized through such genomics-based approaches as identification
of genes and pathways and determining how they interact with environmental fac-
tors in health and disease, more precise prediction of disease susceptibility and drug
resporﬁse, early detection of illness, and development of entirely new therapeutic ap-
proaches.

Genomics to Society.—Just as the HGP has spawned new areas of research in
basic biology and in health, it has created new opportunities in exploring societal
issues. These include analysis of the impact of genomics on concepts of race, eth-
nicity, kinship, individual and group identity, health, disease, and “normality” for
traits and behaviors, and defining policy options regarding the use of genomic infor-
mation in both medical and non-medical settings.

NEW NHGRI INITIATIVES

The NHGRI has already begun several new initiatives, and is planning others, to
meet the challenge of this new vision for the future of genomics. Below are examples
of these cutting edge programs.

The Creation of a Human Haplotype Map

Multiple genetic and environmental factors influence many common diseases,
such as diabetes, cancer, stroke, psychiatric disorders, heart disease, and arthritis;
however, relatively little is known about the genetic basis of common diseases. The
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NHGRI has begun to create a “haplotype map” of the human genome to enable sci-
entists to find the genes that affect common diseases more quickly and efficiently.
The power of this map stems from the fact that each DNA variation is not inherited
independently; rather, sets of variations are inherited in blocks. The specific pattern
of particular genetic variations in a block is called a haplotype. This new initiative,
an international public/private partnership led and managed by NHGRI, will de-
velop a catalog of haplotype blocks, the “HapMap.” The HapMap will provide a new
tool to identify genetic variations associated with disease risk or response to envi-
ronmental factors, drugs, or vaccines. Ultimately, this powerful tool will lead to
more complete understanding of, and improved treatments for, many common dis-
eases.

The ENCODE Project: ENCyclopedia Of DNA Elements

To utilize fully the information that the human genome sequence contains, a com-
prehensive encyclopedia of all of its functional genetic elements is needed. The iden-
tity and precise location of all transcribed sequences, including both protein-coding
and non-protein coding genes, with their structure, transcription start sites,
polyadenylation sites, and alternative splicing variants must be determined. The
identity of other functional elements encoded in the DNA sequence, including pro-
moters, enhancers, and other transcriptional regulatory sequences, and deter-
minants of chromosome structure and function, such as origins of replication and
hot spots for recombination, also is needed. The NHGRI has developed a public re-
search consortium to carry out a pilot project, focusing on a carefully chosen set of
regions of the human genome, to compare existing and new methods for identifying
functional genetic elements. This ENCyclopedia Of DNA Elements (ENCODE) con-
sortium, which welcomes all academic, government, and private sector scientists in-
terested in facilitating the comprehensive interpretation of the human genome, will
greatly enhance use of the human genome sequence to understand the genetic basis
of human health and to stimulate the development of new therapies to prevent and
treat disease.

Chemical Genomics

One novel way that the NHGRI plans to pursue translating genomics to human
health is the development and deployment to the biomedical research community of
libraries of small organic compounds. This is a fundamentally new approach for re-
search in the public sector, and will accelerate understanding of the function of the
human genome and the development of new treatments. The NHGRI proposes to
use the types of organic molecules in most marketed pharmaceuticals, “drug-like,”
or “small” molecules, as a core of this resource. In collaboration with other NIH in-
stitutes, the NHGRI is planning for a resource that includes: (a) large libraries of
chemical compounds of appropriate structural diversity and properties; (b) assay de-
velopment capacity; (c) robotic assay capacity, also termed high throughput screen-
ing (HTS); (d) medicinal chemistry capacity to transform “hits” identified by HTS
into workable chemical probes; and (e) distribution capacity to disseminate the re-
agents to the biomedical research community efficiently.

Genome Technology Development

The NHGRI continues to invest in technology development that furthers the uses
of genomics. Technical advances have caused the cost of sequencing to decline dra-
matically, from $10 to less than $0.09 per base pair, but this cost must decline even
further for all to benefit from genomic advances. The NHGRI, along with many
partners, will actively pursue the development of new technologies to sequence any
individual’s genome for $1,000 or less. Other areas of technology development are
also ripe for expansion and the NHGRI plans to pursue them vigorously.

Studying the Genetic Basis of Health

Analytic methods to find genetic variants that contribute to disease can also help
find genes and genetic variants that contribute to health. The NHGRI plans to sup-
port development of new tools and analytical methods to discover the genetic compo-
nents of resistance to diseases, disorders, toxins, and drug reactions. By finding ge-
netic variants that convey reduced susceptibility, researchers will better understand
disease processes and how to slow, or even prevent, them. Promising approaches for
identifying disease-resistant gene variants include studying people at high risk for
a disease who do not develop it, relatives of people with disease who do not them-
selves have the disease, or individuals who reach extreme old age without serious
illness.
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RECENT SCIENTIFIC ADVANCES IN GENOMICS

Progress in Sequencing Model Organisms

From the Human Genome Project’s outset, the NHGRI and its partners have in-
cluded, among their research goals, mapping and sequencing the genomes of several
non-human organisms, since they would be of great value in understanding the bio-
logical data encoded in the human DNA sequence and, thus, in combating human
disease. Genomic sequences for a number of important organisms, beyond those ini-
tially identified by the HGP, have been determined. Primary among these is the lab-
oratory mouse. In December 2002, an analysis of an advanced draft of the mouse
genome was published and provided a key tool for interpreting the human sequence.
The first assembly of the rat genome sequence was announced in the same month
by the Rat Genome Sequencing Project. A peer review process now selects new
genomes to sequence. To champion an organism, scientists write a “white paper”
that presents arguments for prioritizing their proposed target for sequencing. After
two rounds of white papers, this process determined the highest priority as: chicken,
chimpanzee, cow, dog, a set of fifteen fungi, honeybee, sea urchin, and two
ETOtOZOﬁnS- Sequencing of the chicken, chimpanzee, and honeybee has already

egun.

ETHICAL, LEGAL AND SOCIAL IMPLICATIONS OF GENETIC RESEARCH

The NHGRI devotes five percent of its annual budget to research involving the
ethical, legal and social implications (ELSI) of genetics and genomics. Below are ex-
amples of this program’s important work.

Genetic Discrimination

Most Americans are optimistic about the use of genetic information to improve
health, but many are also concerned that insurers and employers will misuse ge-
netic information. These concerns deter participation in important biomedical re-
search and the clinical use of genetic information. The NHGRI has supported re-
search efforts to elucidate this issue. Such research has helped inform legislative ac-
tivity; over 40 states have passed genetic nondiscrimination bills.

Reducing Health Disparities

The NHGRI recognizes the critical importance of ensuring that the potential of
genomic research benefits all racial and ethnic groups. The NHGRI has taken steps
to engage and empower minority communities in genomic research. The rewards of
genomic research will be realized only with active participation of all racial and eth-
nic groups. An important area of genomic research is investigating how DNA se-
quence variation affects differing susceptibility to disease among various popu-
lations. The significant societal ramifications of this research also need attention.
Genomic research affects all populations; thus, all groups need to set the research
agenda and examine the broader issues it raises. The NHGRI has intensified its ef-
forts to address health disparities by developing a strategic plan that identifies
goals in areas such as research projects, information sharing, development of part-
nerships, and increasing diversity of the research workforce.

Effects of Gene Patents and Licenses on Genetic Testing and Research

The NHGRI continues to be concerned about the issues of gene patenting and li-
censing. To gain a better understanding of these issues, it has funded case studies
and surveys to describe and analyze the effects of patents that award proprietary
claims to the use of DNA sequences. The NHGRI held a roundtable discussion in
December 2002 with outside experts in gene patenting to explore the ramifications
on healthcare delivery and research of patenting and licensing genetic sequence
data and single nucleotide polymorphisms. The NHGRI will utilize the insights pro-
vided at this roundtable to define further research to inform the policy process.

CONCLUSION

This year marks a very exciting transition in the field of genomics, with the full
sequencing of the human genome marking the successful achievement of all of the
HGP’s original goals, and thus the advent of the genomics era. When Congress de-
cided to fund the HGP it did so with the justifiable belief that this work would lead
to improved health for all. The ability to accelerate the realization of this vision now
lies before us. At the same time, we must be sure that all our citizens have access
to these technological advances and that this information is not misused. It is our
sincere belief that the newly created discipline of genomics will make a profound
difference on the health and well being of the people of this world. We are pro-
foundly grateful for the support the Congress has given to this program.
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Mr. Chairman, I am pleased to present the President’s budget request for the Na-
tional Human Genome Research Institute. The fiscal year 2004 budget includes
$478,072,000, an increase of $13,467,000 over the fiscal year 2003 enacted level of
$464,605,000 comparable for transfers proposed in the President’s request.

PREPARED STATEMENT OF DR. ANDREW C. VON ESCHENBACH

The early part of the 21st century promises to be a period of unprecedented
progress in conquering our most debilitating diseases especially cancer. The nation’s
unwavering support of the biomedical research enterprise, in particular, the unified
effort by this committee, all of Congress, and the President to double the NIH budg-
et over the past five years, has positioned us to attack this devastating disease more
effectively. Cancer affects nearly every family in America. In 2003, 1.4 million of our
citizens will face a diagnosis of cancer—and over 560,000 of our citizens will die
from their disease this year. Every day, 1,500 Americans lose their own battle with
cancer. These are daunting statistics, and the aging of the baby boomer population
and shifting demographics of America during the next 15-20 years represent enor-
mous healthcare and economic challenges that we must begin to prepare for now.

But, there is reason for optimism! Our nation’s investment in basic research has
fueled the engine of discovery, thereby enabling unparalleled advances in illu-
minating the genetic changes and molecular mechanisms that ultimately produce
cancer. The sequencing of the human genome and associated progress in new areas
such as functional genomics, animal models of cancer, and proteomics, provide us
with a clearer picture of the disturbances that cause cancer to develop and ravage
the human body. For the first time, we have within our grasp the ability to design
target-specific interventions to preempt this process. We must enrich these extraor-
dinary advances in basic science with equally extraordinary efforts to develop new
agents and technologies to actualize these interventions at key steps in cancer pro-
gression. We now understand that cancer is a process—a process with multiple op-
portunities to develop new, more effective interventions to prevent, detect and treat
cancer.

To capitalize on this knowledge, we must significantly accelerate the pace of
progress across the entire research continuum. The pathway begins with discovery
of knowledge that underpins the development of new molecules and tools and ends
with the delivery of diagnostics and therapeutics to patients. Discovery, develop-
ment and delivery are interlinked, and it is crucial that we take the steps needed
to ensure that all phases of the research enterprise are functioning optimally.

I believe that we stand at an “inflection point” in our nation’s effort to conquer
cancer. The research enterprise has delivered remarkable scientific achievements in
biomedical research over the past decades, and we now are positioned to experience
a rapid increase in the trajectory of this research. This affords us an unprecedented
opportunity to harness strategically these achievements to confront the challenges
of cancer today and tomorrow.

We now envision a time when the suffering and the death that are caused by can-
cer will be eliminated; and we believe that it is realistic to set ourselves a challenge
goal to achieve this vision by the year 2015. I have presented the cancer research
community with this challenge and am confident that they will achieve the goal. I
want to be clear what we mean by “reduce suffering and death from cancer,” and
to explain why I believe that this vision is achievable.

We are not saying that all cancer will be cured or eliminated. What we are saying
is that in this 12-year time-frame, many cancers will be cured, but many more will
be transformed into chronic, manageable diseases that patients can live with—not
die from. There is precedent for this paradigm shift. In a single generation, we made
enormous strides in reducing deaths from coronary artery disease and converting
this disorder into a condition that people live with and manage. Likewise, using our
knowledge of the AIDS virus, molecular biology, and skills in developing target-
based therapy, we have developed treatments for AIDS patients that both save lives
and preserve quality of life. I think we can do the same for cancer.

This vision presents new challenges for the NCI and for everyone working to con-
quer this devastating disease. We will meet those challenges by further strength-
ening basic research, especially in advancing our understandings about the mecha-
nisms of cancer progression. In parallel, we will intensify our focus on developing
the clinical research and delivery systems needed to provide the promise of every-
thing that science can provide to everyone in need.

I discovery, we will establish a national effort to “map” the critical events of the
complex of integrated cancer disease pathways at the cellular level. This “systems
biology approach” will allow us to dissect strategically the complex and redundant
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reactions and interactions within cells, and will enhance our technical capabilities
to identify molecular targets and create new therapies. We will also focus on the
exploration of new technologies, in reas such as molecular imaging, proteomics and
genomics, and nanotechnology. These new technologies offer the promise of devel-
oping new platforms to monitor cells, identifying intricate molecular changes, and
delivering therapeutics to specific targets within the cell. The application of these
advanced technologies is no longer a dream. Advances in positron emission tomog-
raphy, coupled with new molecular imaging agents, now make functional monitoring
possible, permitting clinicians to “visualize” the biologic progress of cancer. Sci-
entists and engineers are working to achieve this goal through NCI’s unique pro-
grams that foster the development of innovative technologies for cancer diagnosis
and treatment.

The NCI will also place new emphasis on the development process—the trans-
lation of basic research advances into new products that are ultimately delivered to
cancer patients. This is especially true in the area of cancer therapeutics. It cur-
rently takes 15—20 years for a promising new molecule to reach patients. That is
just unacceptable in the 21st century. Genomics and proteomics are providing us
with hundreds, potentially thousands, of new therapeutic targets for cancer; but the
enterprise is not optimized to develop and deliver these “new paradigm” drugs. This
is a systems problem and it can be solved. In collaboration with he NIH, the Food
and Drug Administration (FDA) and other partners, we will work to “re-engineer”
the clinical trials infrastructure for the evaluation of new cancer interventions. Un-
derpinning all of these initiatives will be the deployment of a bioinformatics infra-
structure that will allow us to use artificial intelligence to convert massive amounts
of data into new knowledge that will inform discovery, development, and delivery
to benefit patients.

The NCI will undertake programs to optimize the process of developing new drugs
trough an emphasis on validating new cancer targets. We will also work more close-
ly with the FDA to facilitate the science necessary to create a seamless system of
drug discovery, development, and delivery. To achieve these goals, the NCI will cre-
ate novel partnerships with all of the sectors involved in developing and delivering
these new drugs. In all that we do, we will encourage the removal of barriers that
separate us by creating a new environment that encourages and rewards multi-dis-
ciplinary research.

The emerging field of proteomics provides us with unimagined opportunities to
apply these new targeted therapies and preventive strategies by detecting cancer
early enough to stop, slow, or possibly reverse disease progression. Novel disease
biomarkers are finally providing us with new screening tools to detect early-stage
cancer in populations and individuals; and the NCI will utilize its enormous
strength in molecular epidemiology to provide rational strategies for cancer preven-
tion and disruption of progression within populations.

All of these tactics will be directed to reducing suffering and death from cancer.
That does not mean that we will lessen our emphasis on curing cancer—quite the
opposite—but that will no longer be our only defining goal. We will also embrace
the vision of changing the course of cancer by reducing its morbidity and mortality
through the application of technologies and knowledge that were only a dream just
a few short years ago. Those dreams can become reality.

Finally, I believe we stand at a pivotal crossroads—a defining moment in the his-
tory of this nation’s effort to prevent and cure cancer. We now embark on a new
course that will enable patients to live with cancer as a chronic, non-debilitating dis-
ease that doesn’t threaten their vitality, careers, and families. An ever increasing
body of scientific knowledge and an array of advanced technologies provide us with
the opportunity to detect cancer early and preempt the progression of the disease.
We will be able to remove the fear of cancer for many more people, but more impor-
tantly for those who must live with their disease, life will take on new meaning.
We have within our grasp the power to eliminate the suffering and death from can-
cer—and we will succeed.

BUDGET STATEMENT

The fiscal year 2004 budget includes $4,770 million, an increase of $183 million
over the fiscal year 2003 enacted level of $4,587 million comparable for transfers
proposed in the President’s request.

PREPARED STATEMENT OF DR. ANTHONY S. FAUCI

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Allergy and Infectious Diseases
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(NIAID) of the National Institutes of Health (NIH). The fiscal year 2004 budget in-
cludes $4,335,255,000, an increase of $631,126,000 over the fiscal year 2003 enacted
level of $3,704,129,000 comparable for transfers proposed in the President’s request.
The NIAID budget request includes the performance information required by the
Government Performance and Results Act (GPRA) of 1993. Prominent in the per-
formance data is NIAID’s third annual performance report, which compares our fis-
cal year 2002 results to the goals in our fiscal year 2002 performance plan.

NIAID: AN OVERVIEW

Since 1948, NIAID has conducted and supported basic research into the etiology
and pathogenesis of allergic, immunologic, and infectious diseases, as well as tar-
geted research to develop new and improved interventions to prevent, diagnose, and
treat these illnesses. Over the past half century, and in the past decade in par-
ticular, progress in the core disciplines of the Institute—immunology, microbiology,
and infectious diseases—has been extraordinary. The rapid growth in scientific
knowledge and the availability of new research tools has facilitated the development
of numerous vaccines, therapies and other interventions that have saved or im-
proved the lives of millions of individuals. For example, NIAID-supported scientists
helped develop many of our most useful vaccines, including new or improved vac-
cines that protect against invasive Haemophilus influenzae type b (Hib) disease,
pneumonia and meningitis caused by pneumococcal bacteria, pertussis, influenza,
measles, mumps, rubella, chickenpox, and hepatitis A and B. These and other vac-
cines helped reduce infectious disease mortality in the Unites States more than 14-
fold in the 20th century.

The scientific advances realized during 55 years of NAID research have been ap-
plied to long-standing global health problems such as asthma, autoimmune diseases,
diarrheal diseases, malaria, and tuberculosis, as well as to diseases and pathogens
that have recently emerged or re-emerged. Examples of the latter include the ac-
quired immunodeficiency syndrome (AIDS), highly virulent influenza viruses, West
Nile virus, drug-resistant microbes, severe acute respiratory syndrome (SARS), and
a new kind of emerging disease—one spread deliberately by bioterrorists. As has
been the case with AIDS and other emerging health crises, the NIAID response to
the threat of bioterrorism has been swift and comprehensive, resulting already in
important progress both in basic science and in the development of biodefense coun-
termeasures.

NIAID BIODEFENSE RESEARCH

The anthrax attacks in the fall of 2001, which occurred soon after the horror of
the September 11 terrorist assaults on the World Trade Center and the Pentagon,
starkly exposed the vulnerability of the United States and the rest of the world to
bioterrorism. Since the fall of 2001, NIAID has rapidly accelerated basic and clinical
research devoted to the prevention, diagnosis, and treatment of diseases caused by
potential agents of bioterrorism. Indeed, biodefense research spending now accounts
for approximately one-third of the NIAID research portfolio. Our efforts have fo-
cused both on “Category A” agents considered to be the worst bioterror threats
(smallpox, anthrax, botulinum toxin, plague, tularemia, and hemorrhagic fever vi-
ruses such as Ebola), as well as on a longer list of Category B and C priority patho-
gens agents that also pose significant threats to human health. The NIAID bio-
defense program is guided by the NIAID Strategic Plan for Biodefense Research, as
well as by detailed research agendas for Category A agents and Category B and C
priority pathogens. Each of these documents was prepared in consultation with
blue-ribbon panels of experts, and delineates immediate, intermediate, and long-
range NIAID plans for biodefense research and countermeasures development.
Using the roadmap outlined in these agendas, NIAID has developed a total of 46
biodefense initiatives to stimulate research in fiscal years 2002 and 2003: 30 are
new initiatives and 16 are significant expansions. During this same time period,
NIAID has seen a 30 percent increase in the number of grant applications; the vast
majority of these are in response to our biodefense initiatives.

The NIAID biodefense research program is anchored in the traditional NIH proc-
esses of basic biomedical research; concurrently, we are aggressively pursuing the
goal of translating the findings of basic research into definable and quantifiable
endpoints such as diagnostics, therapeutics, and vaccines. NIAID historically has
sought to translate basic research findings into “real-world” interventions, as with
the vaccines noted above. Until now, however, the path to product development has
not been central to our research strategy. The attacks of September 11, 2001, and
the subsequent anthrax incidents have compelled us to modify somewhat the way
we do business, with an increased focus on translational research and product devel-
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opment. This applied research is based on the strongest possible foundation of fun-
damental knowledge of pathogenic microbes and the host immune response.

As we pursue innovative biodefense countermeasures, we have strengthened our
interactions with the private sector, including biotechnology companies and pharma-
ceutical manufacturers. Many biodefense products do not provide sufficient incen-
tives for industry to develop them on their own, because a profitable market for
these products cannot be guaranteed. Therefore, NIAID has developed public-private
partnerships with industry to overcome such obstacles so that new and improved
interventions against bioterror threats can quickly be developed.

A number of significant advances in understanding, treating, and preventing po-
tential agents of bioterror already have been realized. For example, NIAID-sup-
ported scientists have identified antivirals that may play a role in treating smallpox
or the complications of smallpox vaccination, as well as new antibiotics and
antitoxins against other major bioterror threats. Investigators have demonstrated
that existing stores of smallpox vaccine can be diluted five-fold and still retain their
potency, greatly increasing the Nation’s available stock of smallpox vaccine. These
studies of diluted smallpox vaccine helped fulfill an immediate goal delineated in
our strategic plan for biodefense. In the intermediate-term, new and improved vac-
cines against smallpox, anthrax, and other potential bioterror agents are being de-
veloped and evaluated at NIAID intramural facilities, as well as by our grantees
and contractors in academia and industry. One of these is a smallpox vaccine based
on a strain of the vaccinia virus that replicates less robustly than the traditional
smallpox vaccine virus, and is known to be less reactogenic than the current small-
pox vaccine. In the long-term, we will develop even safer vaccines against smallpox
virus and other pathogens.

Advances in biodefense, as well in other areas of infectious diseases research, are
being facilitated by the detailed information about pathogens that now can be rap-
idly gleaned by determining their genomic sequence. The field of pathogen genomics
has made remarkable progress: sequencing of the genomes of more than 100 patho-
gens is complete or nearing completion. Among them are approximately 30 different
Category A, B and C agents, including multiple strains of the anthrax bacterium.
This genomic information is being used to inform the development of new
antimicrobials, vaccines, and diagnostics.

Progress in biodefense research depends on the availability of research resources,
such as animal models, standardized reagents, and appropriate laboratory facilities,
as well as on human capital, that is, well-trained investigators. Among many initia-
tives to improve the biodefense research infrastructure, NIAID will establish in fis-
cal year 2003 a nationwide network of Regional Centers of Excellence for Biodefense
and Emerging Infectious Disease Research, and design, build, and renovate a sys-
tem of Regional and National Biocontainment Laboratories. These facilities will in-
clude a small number of Biosafety Level-4 (BSL-4) laboratories, which have the con-
tainment safeguards necessary to study highly pathogenic organisms. The new Cen-
ters and laboratories will serve as national resources for biodefense research and
product development, as well as for the study of other emerging diseases such as
influenza and West Nile virus.

The many new NIAID initiatives in biodefense research will provide benefits far
beyond protection from deliberate acts of bioterrorism. After all, the general philos-
ophy and strategy of biodefense is essentially the same as that for defense against
naturally emerging and re-emerging infectious diseases that threaten global public
health. With the careful NIAID planning process, new biodefense resources will un-
questionably have enormous benefits in our struggle against other diseases, endemic
and emerging, that far transcend the specter of bioterrorism.

ACQUIRED IMMUNODEFICIENCY SYNDROME (AIDS)

Another major focus of the Institute, accounting for approximately one-third of
NIAID spending, is research devoted to finding interventions to slow the pandemic
of the human immunodeficiency virus (HIV), the cause of AIDS. HIV/AIDS is the
defining health crisis of our generation, having claimed well over 20 million lives
since the beginning of the pandemic. Another 42 million people worldwide are living
with the virus. Most of the world’s HIV-infected people live in resource-poor coun-
tries, where HIV frequently is superimposed on other significant health challenges,
including endemic diseases such as malaria and tuberculosis, and malnutrition. By
2010, more than 45 million new infections will occur, for a cumulative total of 105
million infections, according to estimates of the Joint United Nations Programme on
HIV/AIDS.

Despite these grim numbers, significant progress has been made against the HIV/
AIDS, much of it due to the research and prevention efforts of NIAID and other
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NIH Institutes, the Centers for Diseases Control and Prevention, and other agencies
of the Department of Health and Human Services. In this country, prevention ef-
forts have reduced the annual number of new HIV infections in the United States
from approximately 150,000 per year to about 40,000 annually. In recent years, we
have seen the positive impact of advances in HIV therapeutics for many living with
HIV/AIDS in the United States and other western countries, and more recently the
promise these medicines offer for those in the developing world. All but one of the
19 antiretroviral drugs licensed in the United States target one of two viral targets:
the HIV protease enzyme or the HIV reverse transcriptase enzyme. Over the past
few years, NIAID-supported scientists and their collaborators have identified new
targets for HIV therapy and novel drugs that block other stages of the virus replica-
tion cycle. Among them are agents that block viral genes from entering the host cell
nucleus, and drugs that keep the virus from attaching to or entering the cell in the
first place. In the latter category, a drug known as Fuzeon or T—20 that blocks the
fusion of HIV to the host cell membrane was recently approved and holds great
promise for the many HIV-infected patients who harbor HIV that is resistant to cur-
rent therapies.

To help turn the tide of the global HIV/AIDS pandemic, NIAID has established
research collaborations with international colleagues to develop comprehensive ap-
proaches to the HIV pandemic in poor countries, encompassing prevention activities,
antiretroviral therapy when feasible, and care of the HIV-infected person. These col-
laborations have yielded extraordinary results, notably in developing methods to re-
duce mother-to-child transmission of HIV. However, a rate-limiting factor in HIV/
AIDS research efforts in developing countries has been a lack of funds for the pur-
chase of antiretroviral drugs and for improving existing healthcare infrastructure.
In January 2003, the Institute’s international AIDS program received a substantial
boost with the announcement of the President’s Emergency Plan for AIDS Relief.
This plan commits $15 billion over 5 years ($10 billion of which is new money),
starting with $2 billion in fiscal year 2004, for HIV/AIDS prevention, treatment, and
care in 14 of the hardest-hit countries in sub-Saharan Africa and the Caribbean.
This lifesaving effort will not only reduce the suffering caused by HIV/AIDS in coun-
tries that account for 50 percent of the world’s HIV infections, but will provide a
framework that will facilitate NIAID research efforts to develop new and improved
tools of treatment and prevention.

Many approaches to HIV prevention are being developed or refined, but the “holy
grail” of HIV prevention remains the development of a safe and effective HIV vac-
cine. Numerous vaccine candidates have shown promise in monkey models of HIV
infection, and the most promising ones are rapidly being moved into human trials
on the NIH campus and in the domestic and international sites of the NIAID HIV
Vaccine Trials Network.

OTHER VACCINES

In addition to developing HIV and biodefense vaccines, NIAID continues to make
significant progress in the quest for new and improved vaccines for other diseases
of global health importance. The NIH has three broad goals in vaccine research:
identifying new vaccine candidates to prevent diseases for which no vaccines cur-
rently exist; improving the safety and efficacy of existing vaccines; and designing
novel vaccine approaches, such as new vectors and adjuvants, substances that im-
prove vaccine performance.

More than 100 vaccines currently are being developed by NIAID-funded research-
ers, including promising candidates against emerging diseases such as Ebola virus,
West Nile virus, dengue, and dangerous strains of influenza virus. Of particular
note are novel tuberculosis vaccines, which soon will enter clinical trials. These
trials will mark the first time in more than 60 years that new approaches to TB
vaccination have been assessed in humans. These vaccines are a tangible “payoff”
of research funded by NIAID and others that led to the availability of the complete
genomic sequence of the tuberculosis bacterium. The quest for a malaria vaccine re-
ceived a significant boost in 2002 when researchers funded by NIAID and others
published the genomic sequences of the malaria parasite Plasmodium falciparum,
and one of its main mosquito vectors, Anopheles gambiae. Together, these projects
are probably the most significant pathogen genome sequencing effort to date. With
the availability of the human genome sequence, scientists now have detailed
genomic information for each of the organisms involved in human malaria: the
human host, the mosquito vector and the malaria parasite itself. This
groundbreaking malaria research promises to provide new targets for vaccine devel-
opment and other interventions against a disease that claims the lives of more than
a million people each year, most of them children in sub-Saharan Africa.
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IMMUNE-MEDIATED DISEASES

Immune-mediated diseases such as autoimmune diseases, allergic diseases, and
asthma are important health challenges here and abroad. Autoimmune diseases, for
instance, afflict 5 to 8 percent of the U.S. population; asthma and allergic diseases
combined represent the sixth leading cause of chronic illness and disability in the
United States. The past two decades of fundamental research in immunology have
resulted in a wealth of new information and extraordinary growth in our conceptual
understanding of the immune system and the pathogenesis of immune-mediated dis-
eases. Researchers now know a great deal about the effector molecules that con-
tribute to many immunological conditions, knowledge that has led to the design and
discovery of drugs to block those molecules. For instance, we now have powerful
treatments that selectively target several of the immune system molecules that
cause inflammation, a hallmark of many autoimmune diseases. Blockers of an im-
mune system molecule called tumor necrosis factor-alpha are now routinely used in
patients with rheumatoid arthritis and other immunologic conditions.

A relatively new avenue of research suggests that it may be possible to interrupt
deleterious immune responses, without dampening protective ones, and provide pa-
tients with long-term clinical benefit. The ability to induce “immune tolerance” by
selectively blocking deleterious immune response holds great promise for treatment
of many immune- mediated conditions, including type 1 diabetes, rheumatoid arthri-
tis and multiple sclerosis, as well as asthma and allergic diseases. For example, re-
searchers have shown in a small trial conducted by the NIAID-sponsored Immune
Tolerance Network (ITN) that antibodies to the CD3 molecule on T-cells, given for
two weeks soon after patients were diagnosed with type 1 diabetes, appeared to halt
the destruction of the patients’ insulin- producing cells for at least a year, pre-
serving their ability to produce some of their own insulin. Further follow-up is un-
derway to determine the long-term benefits of this experimental therapy; a larger
trial is currently recruiting patients.

Induction of immune tolerance is also one our highest priorities in organ trans-
plantation research. The ability to selectively block the immune response to a trans-
planted organ would diminish or eradicate the risk of rejection, as well as the risks
and morbidities associated with current methods of immunosuppression. A trial cur-
rently underway in the ITN is using a unique approach involving simultaneous bone
marrow and kidney transplantation in patients with multiple myeloma. Although
only a very small number of patients have undergone the procedure, early results
are encouraging, as they have tolerated their transplanted kidneys without immuno-
suppressive medications for up to 3 years.

Another important NIAID research focus is the development of new interventions
to reduce the burden of asthma. NIAID has long been at the forefront of discoveries
leading to the characterization of asthma and allergic diseases and is now vigor-
ously pursing the translation of basic knowledge into more effective treatment and
prevention strategies. The NIAID-sponsored Inner-City Asthma Study, completed in
2002, evaluated the effects of a home-based environmental intervention on asthma
symptoms and health care utilization in inner-city children with moderate to severe
asthma. The intervention led to an additional three weeks of symptom-free days and
a 14 percent reduction in unscheduled emergency room or clinic visits in the first
year of the intervention; these effects largely persisted for a year following the inter-
vention phase. The improvement in symptoms was correlated with a reduction in
levels of key allergens in the home. Building on these results, the NIAID in 2002
launched the Inner-City Asthma Consortium, to conduct clinical trials of novel im-
mune-based agents to treat or prevent asthma.

CONCLUSION

The role of NIAID in fighting infectious and immunologic diseases has never been
more important, particularly in the post 9-11 world. Working with our many col-
laborators in the public and private sectors, we hope to further reduce the burden
of diseases endemic in the United States and abroad, to enhance our preparedness
against bioterrorism, and to continue to prepare for new threats to public health
that will inevitably emerge in the future.

PREPARED STATEMENT OF DR. PATRICIA A. GRADY

Mr. Chairman and Members of the Committee: The fiscal year 2004 budget in-
cludes $134,579 million, an increase of $4,060 million over the fiscal year 2003 en-
acted level of $130,584 million comparable for transfers proposed in the President’s
request.
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Nursing research and nursing practice are converging to address the challenges
of maintaining and improving health and healthcare in our country. During this
time of heightened uncertainty in many aspects of our lives, nursing research, which
informs the practice of the nation’s largest number of healthcare professionals—2.7
million nurses—is critical to developing and testing interventions that improve
health. Increasingly there is a need for health promotion research, which is a special
strength of nursing research. This need is reflected in a recent Department of
Health and Human Services (DHHS) Fact Sheet that attributes 40 percent of pre-
mature deaths to unhealthy behaviors, such as smoking and poor eating habits.
Conversely, of the 30-year average gain in life expectancy in the last century, the
DHHS report states that 25 of those years came from advances in public health,
principally from health promotion. Consistent with the NIH Research Roadmap for
the future, nursing research also focuses on multidisciplinary and clinical research.
The goal is to help healthcare professionals work smarter by capitalizing on new
technologies and research-tested methodologies that extend the reach and quality of
their practice in promoting health, managing illness, and improving care. Now let
me discuss some findings.

REDUCING POSTMENOPAUSAL WOMEN’S RISKS FOR CARDIOVASCULAR DISEASE

Heart disease is the leading cause of death in women in the United States. Even
though the death rate has decreased in recent years, the benefit is less for women
than men. More needs to be known about the effects of preventive strategies, such
as exercise and diet, in reducing risks of the disease. We know lowering total and
low density lipoprotein cholesterol (LDL-C) and raising high-density lipoprotein cho-
lesterol (HDL-C) reduces risk of cardiovascular disease in women. Nurse researchers
did a study that asked the question of why HDL-C, the “good cholesterol,” drops
when post-menopausal, obese women adhere to a low-fat diet. On a low-fat diet,
weight loss occurs and the deleterious LDL-C decreases, but the weight loss is ac-
companied by a reduction of the good HDL-C. Findings of the study indicate that
the causal factor for the HDL-C reduction was not the type or amount of fat the
women consumed, but rather that they substituted simple sugars, such as syrups
and refined sugar, for fat in their diets. What the women should have done was sub-
stitute complex sugars, such as high fiber vegetables and starches. The current
American Heart Association guidelines recommend consuming 55 percent of energy
from carbohydrates, without specifying complex or simple. This study points out the
need to write more specific dietary guidelines that differentiate between types of
carbohydrates, in addition to types of fat. This study is especially timely in an age
where low-fat and fat-free foods often depend on simple sugars to improve taste.

REDUCING RISK FACTORS FOR OBESITY AND HYPERTENSION IN ADOLESCENTS

Obesity continues to be a major health problem in the United States. The Centers
for Disease Control and Prevention states that about 15 percent of children and ado-
lescents are overweight, a 4 percent increase since the last survey in 1994. The U.S.
prevalence of obesity increased by 61 percent in the 9 years prior to 2001. Habits
formed in childhood become the lifestyles that drive this upswing. Researchers test-
ing an intervention in children and adolescents have been able to decrease risk fac-
tors for hypertension and obesity. As part of the Cardiovascular Health in Children
and Youth study, researchers tested rural, mostly African-American middle school
students in an eight-week physical activities program combining exercise and health
education. Subjects were divided into four groups—exercise, education, or both, and
controls. Those in the two exercise groups had a lower increase in body fat, and the
blood pressure of the three intervention groups decreased compared to controls.
These results demonstrate the effectiveness of regular aerobic exercise and health
education programs for school-aged children to help reduce their risks for cardio-
vascular disease later in life.

COPING WITH CHRONIC OBSTRUCTIVE PULMONARY DISEASE

People with Chronic Obstructive Pulmonary Disease (COPD), which causes dis-
comfort at best and severe, life-altering changes at worst, report that there is little
available to help improve their breathing. Shortness of breath often results in in-
ability to work, limited social activities, and even difficulty in dressing themselves.
As the nation’s fourth leading cause of death, COPD affects over 22 million people.
In confronting this issue, nurse investigators tested a “self management” inspiratory
muscle training technique to assist patients in improving their own breathing and
respiratory muscle strength. For 30 minutes, 5 days a week, over a 16-week period,
patients used a mouthpiece attached to a tube with openings that gradually de-
creased in size to make inhalation more challenging. Following training, these sub-
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jects’ breathing, respiratory muscle strength, and endurance were considerably im-
proved compared to a control group, and they could once again perform daily activi-
ties. The study also showed that subjects were able to self-manage by performing
inspiratory muscle training at home without direct professional assistance.

IMPROVING CARE AT THE END-OF-LIFE CARE

Another important healthcare issue involves end-of-life and palliative care. As the
lead Institute at NIH for coordinating this research, NINR supports research to im-
prove the way the healthcare system addresses end-of-life issues. A recent study
commissioned by Last Acts contributed more evidence of the need for change, con-
cluding that the United States does only a mediocre job of caring for seriously ill
and dying patients. The study also indicated that although many would prefer to
die at home or in a hospice, most die in the hospital, where high tech efforts to pro-
long life and where patients’ diminished control over decisions are common.

Nurse researchers studied the outcomes for patients enrolled in the Program for
All-inclusive Care for the Elderly (PACE), a managed care program for people 55
and older. Results showed that unlike the general population, where 44 percent die
in the hospital and 20 percent die at home, the numbers are almost reversed in
PACE, with 45 percent dying at home and 21 percent in the hospital. Another out-
come was improved consistency and predictability of care. End-of-life care is often
fragmented, and in the case of advance directives, written instructions may not be
honored in the hospital, since staff may not have immediate access to patient
records from other care facilities. The PACE program, however, offers consistent
care, thus increasing the likelihood that advance directives will be followed. PACE
also helps older people develop advance directives.

NEW AND EXPANDED INITIATIVES

For fiscal year 2004, NINR plans include launching a new pediatric end-of-life ini-
tiative, stimulated by the Institute of Medicine’s report: When Children Die: Improv-
ing Palliative and End-of-Life Care for Children and Their Families. This report
concluded that pediatric end-of-life issues have received insufficient research atten-
tion. We will also support the development of ethnically and culturally sensitive
interventions for those near the end of life and approaches to improve communica-
tions between care providers, patients and families.

Research on strategies for self-management of chronic illness will be expanded to
include reducing symptoms related to high blood pressure, diabetes, dementia and
developmental disabilities. These strategies will incorporate age, gender, and ethnic
and cultural factors.

Minority men will be targeted for interventions that promote healthy lifestyles,
since they have a shorter life span and a higher mortality rate than Caucasian men
and all subgroups of women. NINR will stimulate research on factors that influence
decision-making for healthy choices, such as nonsmoking, exercise, and proper nutri-
tion. Other issues to be addressed include: How can these men improve manage-
ment of stress? How do their families and their communities influence their health-
related behaviors? Because young minority men are often underserved, studies in
thifg, ﬁrea could create an important strategy for effective public health interventions
to follow.

We continue to have a strong interest in the significant health disparities for mi-
nority women. NINR will expand research that targets prevention of low birth-
weight babies, since according to Healthy People 2010, of the Department of Health
and Human Services, the incidence rate for low birthweight African-American
women is twice that of Caucasian women. Puerto Rican women are also especially
likely to have low birthweight infants. Issues include improving early identification
and management of complications during pregnancy, such as infection, hyper-
tension, and diabetes.

TRAINING NURSE RESEARCHERS FOR THE FUTURE

NINR is addressing the future of nursing science—how to ensure that sufficient,
high-quality research continues to grow and play a fundamental role in health care.
In the early 90’s, and again in 2000, the National Academy of Science’s National
Research Council stated that the number of nurse researchers must increase. Over
the next four to six years, our Nation is facing a critical nursing faculty shortage.
Nurse researchers form the backbone of university faculty in schools of nursing. In
rising to this workforce challenge, NINR emphasizes early entry into research ca-
reers, including fast-track baccalaureate-to-doctoral programs, to increase the num-
ber of nurse investigators. Other opportunities are made available through the
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NINR Centers programs and NINR/NIH research training mechanisms and career
development awards.

Our centers provide an environment and infrastructure to promote early entry
into and sustained participation in research programs. NINR funds nine Core Cen-
ters, each of which offers research and research training opportunities to those in
their geographic areas. We also fund nine Developmental Centers that enhance
emerging research programs. Our recently-launched Nursing Partnership Centers to
Reduce Health Disparities funded 17 Centers which pair research-intensive nursing
schools with minority-serving schools of nursing. These Partnerships are expected
to expand research on health disparities and increase the number of minority nurse
investigators.

NINR is focusing on ways to integrate genetic science into nursing research, edu-
cation, and practice. Strategies include facilitating lifestyle changes for those at risk,
genetic counseling, and selecting optimal therapeutic interventions based on geno-
type. The fourth NINR Summer Genetics Institute will be offered this year. This
is an intensive, eight-week genetics training program held on the NIH campus. Its
goal is to produce graduates who develop successful research careers and help inte-
grate genetic information into research and educational programs across the coun-
try.

Mr. Chairman, this concludes my remarks. I would be pleased to answer any
questions you and other members of the Committee may have.

PREPARED STATEMENT OF DR. JUDITH H. GREENBERG

Mr. Chairman and Members of the Committee, good morning. I am pleased to
present the President’s budget request for the National Institute of General Medical
Sciences (NIGMS). The fiscal year 2004 budget includes $1,923 million, an increase
of $76 million over the fiscal year 2003 enacted level of $1,847 million comparable
for transfers proposed in the President’s request.

The NIH budget request includes the performance information required by the
Government Performance and Results Act of 1993. Prominent in this data is NIH’s
fourth annual performance report, which compared our fiscal year 2002 results to
our fiscal year 2002 performance plan goals.

AN IMPRESSIVE TRACK RECORD

Since its creation more than 40 years ago, the National Institute of General Med-
ical Sciences has built an impressive track record as a strategic investor in the fu-
ture of basic biomedical research. Though not a household name, NIGMS is highly
respected in the scientific community as an Institute that nurtures the nation’s
brightest minds in biomedicine. Through its forward-thinking funding programs,
NIGMS supports thousands of scientists nationwide whose fundamental research is
laying the foundation for promising new advances in disease diagnosis, treatment,
and prevention.

Perhaps the most notable indicator of that track record is the number of NIGMS-
supported scientists who have won Nobel Prizes-a remarkable 53 to date. In 2002,
both the Nobel Prize in Physiology or Medicine and the Nobel Prize in Chemistry
went to long-time NIGMS grantees, Dr. H. Robert Horvitz of the Massachusetts In-
stitute of Technology and Dr. John B. Fenn of Virginia Commonwealth University,
respectively. Dr. Horvitz’s discovery of key genes controlling cell death shed new
light on illnesses such as AIDS, Parkinson’s disease, stroke, and cancer. And Dr.
Fenn’s refinement of a technique called mass spectrometry has made it possible to
analyze large molecules in biological samples, an advance now widely used for blood
testing.

Our Institute’s leadership in supporting biomedical science was also recognized in
2002 with the prestigious Albert Lasker Award for Basic Medical Research. NIGMS
grantees Dr. James E. Rothman of the Memorial Sloan-Kettering Cancer Center
and Dr. Randy W. Schekman of the University of California, Berkeley, were honored
for discovering the universal molecular machinery that drives “cellular trafficking.”
Their work helped explain vital processes such as how insulin is released in pan-
creatic cells, how organs develop inside embryos, and how viruses infect their hosts.

Yet another acknowledgment of NIGMS’ contributions to biomedical research
came late last year when the journal Science declared the discovery of how small
RNA molecules control the behavior of genes to be the top scientific achievement
of 2002. Funded in large part by grants from NIGMS, this “Breakthrough of the
Year” research shows promise as the basis for new therapies to treat cancer, AIDS,
and other diseases.
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As we look ahead to fiscal year 2004 and beyond, NIGMS is poised to help make
possible even more ground-breaking advances in biomedical science. I would like to
share with you some of our strategies for accomplishing this important mission.

UNRAVELING THE 3-D STRUCTURES OF PROTEINS

Fifty years ago, Drs. James Watson and Francis Crick made their famous dis-
covery of the double-helix structure of DNA. This year, scientists will reach another
milestone: the completion of a highly accurate sequence representing the entire set
of genetic instructions encoded in human DNA. As the Human Genome Project
achieves this landmark goal, its promise to usher in a new era of molecular-based
medicine will depend on another, equally important undertaking: discovering all the
proteins our genes make and the functions these cellular “workhorses” play in
health and disease.

Key to this ambitious effort is the unraveling of the complex, three-dimensional
structures of proteins. Determining these structures can in turn reveal how proteins
function and help scientists tailor the design of new drugs to treat diseases. NIGMS
is the world’s single largest supporter of research in structural genomics, a field
dedicated to discovering the structures of proteins using sophisticated computer-
based methods.

In fiscal year 2000, NIGMS launched the Protein Structure Initiative (PSI), with
the goal of determining 10,000 protein structures in 10 years. The nine pilot re-
search centers we currently support have made significant progress in developing
tools for the high-throughput determination of protein structures and have begun
to y(ileld some promising results, with potential applications in biomedicine and be-
yond.

In November 2002, for example, NIGMS-funded researchers at Argonne National
Laboratory determined the structure of a protein knot-one of only a few such struc-
tures seen in nature, and the first found in a protein from the most ancient type
of single-celled organism, an archaebacterium. The microbe that the newly discov-
ered protein comes from is of interest to industry for its ability to break down waste
products and produce methane gas.

NIGMS is considering additional activities to help the centers reach their full ca-
pability, including a materials storage bank and a database for protein production
and crystallization experiments. The production phase of the PSI, during which re-
searchers will be rapidly deriving protein structures, will begin in fiscal year 2005.

HARNESSING MATH & COMPUTERS TO SOLVE BIOLOGICAL PROBLEMS

In addition to leading the way in structural genomics, NIGMS is also at another
forefront: a shift in biomedical science often called the “mathematization” of biology.
This shift represents a broadening of biologists’ research focus from studying how
individual biological molecules behave to investigating how a large number of mol-
ecules interact with one another. In order to model and predict these complex inter-
actions, biomedical scientists are increasingly partnering with quantitative sci-
entists, including mathematicians, physicists, computer scientists, and engineers.
Together, they are applying their combined expertise to solve particularly chal-
lenging problems in biomedicine, such as understanding embryonic development,
metabolism, cell growth, and cell death.

To encourage more quantitative approaches in biological studies, NIGMS estab-
lished Centers of Excellence in Complex Biomedical Systems Research. The first
awards were for two center grants and seven planning grants to lay the groundwork
for future centers, designed to foster a multidisciplinary research environment for
develop ing innovative methods to solve biomedical problems. These centers will also
lead the way in training the next generation of computational biologists.

A good example of this teamwork is the recent work by NIGMS-funded research-
ers who have produced the first comprehensive “script of life,” describing the regula-
tion of all the genes in yeast. Reporting in the journal Science in October 2002, Dr.
Richard Young, a biologist at the Whitehead Institute for Biomedical Research, and
Dr. David Gifford, a computer scientist at the Massachusetts Institute of Tech-
nology, detailed how they used advanced, high-throughput biological and computing
technologies to do in weeks what would have taken years to achieve using tradi-
tional techniques.

The mathematization of biology and its importance in modeling complex biological
systems were also major themes at our Institute’s “Visions of the Future” meeting,
held in September 2002. NIGMS invited visionary scientific leaders to identify the
most important and emerging areas of biomedical research. A recurring topic of dis-
cussion was the need to develop mechanisms that encourage cooperative inter-
actions among mathematicians, physicists, computer scientists, engineers, and biolo-
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gists. Moreover, meeting participants stressed the need for more rigorous quan-
titative training of undergraduate and graduate students who are pursuing research
careers in the life sciences.

Such interaction and training were cited as keys to realizing some of science’s
grandest visions. These include the development of “virtual” models—of cells, tis-
sues, disease states, and ultimately entire organisms—as well as new imaging tools
and methods for making “molecular movies” of cellular machinery. Such tech-
nologies will help fill enormous gaps in our understanding of how molecules move
in three dimensions and how they interact inside living cells in real time. Through
its support of research and training in computational biology and other areas that
cross traditional academic boundaries, NIGMS is uniquely positioned to help turn
these visions into reality.

GUARDING AGAINST INFECTIOUS DISEASES & BIOTERRORISM

As concern grows over bioterrorism and the emergence of new infectious diseases,
NIGMS is designing an initiative to address this threat using computational ap-
proaches and mathematical modeling. Such models will help predict the spread of
microbes, the rate of disease progression in individuals, the effectiveness of different
treatment or prevention strategies, and the community response to new infectious
diseases. These predictions will, in turn, provide policymakers with critical informa-
tion that will help them respond quickly to the threat of a new disease or bioter-
rorism attack.

This new initiative follows on the footsteps of another successful NIGMS pro-
gram—one dealing with the evolution of infectious diseases. Deadly viruses and bac-
teria can adapt to seemingly limitless environmental conditions by making rapid ge-
netic changes, far outpacing our own ability to adapt. This microbial evolution ren-
ders previously effective drugs useless and creates a moving target for drug design-
ers. However, by analyzing the evolution of infectious organisms, researchers now
have a leg up on how to outwit potentially dangerous microbes.

One application of this area of study is antibiotic resistance, an increasing prob-
lem throughout the world. Recently, NIGMS-funded researcher Dr. Barry G. Hall
of the University of Rochester developed a computer simulation of microbial evo-
lution. Dr. Hall determined through experiment which bacterial genes are most sus-
ceptible to changes that cause resistance to commonly used antibiotics. Using this
approach, pharmaceutical companies could create drugs for which bacteria have no
evolutionary escape route.

NIGMS is also leading the way in supporting structural studies of infectious dis-
eases. For example, the final piece of the anthrax puzzle—the structure of the third
toxic protein responsible for the deadly effects of the anthrax bacterium—was dis-
covered last year by Dr. Wei-Jen Tang of the University of Chicago. The toxin,
edema factor, causes potentially lethal swelling and fluid buildup in the body. By
completing the detailed, three-dimensional the structure of edema factor, Dr. Tang
also found that the protein appears to be an ideal drug target, opening the door to
a possible new compound to combat anthrax infection, as well as other bacterial dis-
eases.

BASIC RESEARCH: A VITAL RETURN ON INVESTMENT

In closing, it is worth noting that our leading efforts in structural genomics, com-
putational biology, complex biological systems, and multidisciplinary collaboration
give NIGMS a pivotal role to play in the trans-NIH “Roadmap” initiatives. Through
its partnerships with other NIH institutes and centers, NIGMS will help forge new
pathways to discovery and research teams of the future.

It is also important to emphasize that all of the scientific advances I have shared
with you today resulted from investing in basic research on fundamental biological
processes—the central mission of NIGMS. As administrators of federal research dol-
lars, we are asked to show what we have done to ensure the best possible return
on that investment, and to show how we plan to continue doing so in the future.
I hope that the examples I have mentioned—from our Nobel Prize—winning
achievements to our cutting-edge initiatives-illustrate the tremendous value of basic
biomedical research to the strength of our scientific workforce, the security of our
nation, and the health of our people.

Thank you, Mr. Chairman. I would be pleased to answer any questions that you
may have.
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PREPARED STATEMENT OF DR. GLEN R. HANSON

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute on Drug Abuse. The fiscal year 2004
budget includes $995,614 million, an increase of $34,496 million over fiscal year
2003 enacted level of $961,118 million comparable for transfers proposed in the
President’s request.

NIDA LEADERSHIP

I have been very fortunate and privileged to serve as the Acting Director of the
National Institute on Drug Abuse for the past year and a half during a time of bur-
geoning scientific advances that have dramatically increased our understanding of
brain, behavior and addiction. I am extremely confident that the incoming Director
for NIDA, Dr. Nora Volkow, will be a strong leader and advocate for drug abuse
research. I am pleased to have this final opportunity to showcase some of NIDA’s
most exciting advances and discuss how these and other research findings are re-
sulting in tangible benefits that will improve the Nation’s health.

PUBLIC/PRIVATE VENTURE YIELDS NEW MEDICATION FOR ADDICTION

An important example of how NIDA-supported research is decreasing the tremen-
dous economic and human costs associated with drug abuse and addiction, while
meeting the national need for quality treatment, is by bringing a new medication
to the clinical toolbox of health care professionals. Buprenorphine, approved by the
Food and Drug Administration in October 2002, is the first medication ever avail-
able for the treatment of opiate dependence that can be prescribed and dispensed
by qualified physicians in an office setting, rather than at a specialized addiction
treatment clinic. The nearly 1 million people who suffer from heroin addiction will
benefit from the historic collaborations that took place between legislators who
passed the Drug Addiction Treatment Act of 2000, Federal agencies, and the private
sector (Reckitt Benckiser Pharmaceuticals) to bring this new medication to market.
Buprenorphine marks the second medication to come directly out of NIDA’s rel-
atively short investment in its Medications Development Program. Developing medi-
cations for other drugs of abuse, particularly stimulants like cocaine and meth-
amphetamine, is a top priority for the Institute, as is our commitment to develop
practical and more effective science-based behavioral therapies.

NEW TARGETS FOR MEDICATIONS DEVELOPMENT

Building on a series of discoveries regarding the effects of marijuana on the brain,
researchers discovered a new neuromodulatory called the cannabinoid system, which
is involved in pain regulation, memory, appetite, and addiction. This system was
named after the active ingredient in marijuana, tetrahydrocannabinol. Researchers
from NIDA’s own intramural program have used a compound that blocks
cannabinoid receptors to demonstrate that the mood altering and cardiac effects of
marijuana in humans can be suppressed. Additionally, they discovered that the
cannabinoid system may also be involved in relapse to other drug addictions. In ani-
mal models, this same blocking compound prevented drug-seeking for cocaine fol-
lowing exposure to two of the three conditions that typically trigger relapse in
human addicts. The discovery of this new brain system has opened the door for the
development of new treatments for addiction to a variety of drugs, including cocaine
and alcohol, and may also prove useful for treating obesity and pain. As we continue
to unravel the complexity of the brain and identify new systems, molecules, pro-
teins, and genes that can be exploited for therapeutic development, the need for a
repository or molecular library where this information can be stored and shared
with other scientists increases. This is the goal of the proposed Molecular Libraries
project in the trans-institute NIH Road Map Initiative. We hope to work with the
pharmaceutical companies to more rapidly develop novel and even more effective
therapeutic strategies for addiction and other brain diseases that have historically
been extremely difficult to treat and control, and are often overlooked by pharma-
ceutical companies.

STRESS AND THE BRAIN

We also are becoming increasing knowledgeable about the impact of stress on
brain function. Stress can be a major factor in both the initiation of drug abuse and
is known to be one of the most powerful triggers to relapse to drug abuse in former
addicts. Nowhere was this more apparent than in a study published last year fol-
lowing the September 11th attacks in Manhattan. Twenty-nine percent of the 1,000
respondents interviewed 1-2 months following the event reported an increase in
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substance use, with the highest rates in those reporting symptoms of Post-Trau-
matic Stress Disorder and/or depression. A study released just last month in the
journal, Neuron, elucidated one of the ways in which stress and drugs of abuse
produce a similar adaptation in the brain through an effect on dopamine neurons.
As we progress in our understanding of the ways in which stress and drugs of abuse
affect common mechanisms, we can develop prevention and treatment strategies
that more effectively satisfy the needs of patients, particularly those who suffer from
comorbid substance abuse and mental disorders.

THE ROLE OF GENETICS AND THE ENVIRONMENT IN ADDICTION

Powerful new technologies, such as microarrays, 3-dimensional brain mapping,
and animal knockouts are accelerating the pace of science and helping us to identify
the roles that genes play in addiction. One gene in particular (FAAH) produces an
enzyme involved in the breakdown of the brain’s natural cannabinoid compound. A
recent study showed that a genetic variation in this gene was found more frequently
in people who abused drugs compared to those who did not. As other genes that in-
crease the risk of addiction are identified through NIDA’s Vulnerability to Addiction
Research Initiative, it becomes even more imperative that we understand how the
environment can modify this risk. Basic research is giving us important insight into
this complex domain of gene-environment interactions. A recent study conducted in
monkeys using brain imaging techniques found that the animal’s social environment
can modify its neurobiology and ultimately its likelihood to self administer drugs of
abuse like cocaine. When monkeys were housed together, the ones displaying domi-
nant behavior were shown to have altered expression of D2 receptors, which are im-
portant components in the brain’s reward pathway. They also were less prone to self
administer cocaine (a model of cocaine abuse). This illustrates that the natural state
of the dopamine system is altered by the environment, which in turn influences the
likelihood of using drugs of abuse. Future studies which determine the interplay be-
tween genetic and environmental factors will be important in gaining further in-
sight into the prevention and treatment of drug abuse and addiction.

REDUCING TOBACCO USE BY FIGHTING THE ADDICTION

Tobacco use is responsible for more that 430,000 deaths per year among adults
in the United States, making it one of the Nation’s top preventable causes of death.
It is addiction to nicotine that continues to drive the use of tobacco, and why NIDA’s
expertise concerning the neurobiology of nicotine and the mechanisms of the addic-
tion process, is so integral to the national effort to reduce this public health burden.
NIDA supported research has already paved the way for a number of treatments,
including behavioral therapies, nicotine-replacement approaches such as the patch
and gum, and Zyban®, that help people conquer their addiction. But we must accel-
erate our efforts to help the estimated 48 million people according to a 2000 Surgeon
General Report who remain addicted to this drug. Capitalizing on new knowledge
about the biological substrates and behavioral mechanisms of nicotine and tobacco
addiction, NIDA has joined with other NIH institutes to launch a number of new
activities to more rapidly translate tobacco addiction research into new treatments.
NIDA is also supporting research that focuses on preventing adolescents from start-
ing to smoke.

GOOD NEWS IN PREVENTION RESEARCH

There is good news in the epidemiology and prevention arena. NIDA’s long-stand-
ing annual Monitoring the Future Survey, which measures drug use among 8th,
10th, and 12th graders, showed substantial decreases in the overall use of all illicit
drugs, as well as a reduction in the use of cigarettes, marijuana, club drugs, and
alcohol in the past year. One of the most encouraging findings is the significant drop
in the use of MDMA (Ecstasy), the abuse of which had been rising at alarming rates
in recent years. We attribute these downward trends, in part, to our prevention and
education efforts. As a by product of our dissemination of science-based information
about all drugs of abuse, America’s youth are able to weigh the facts about drugs
and are making better health decisions. Understanding adolescent decision-making
is an important research area being addressed in NIDA’s prevention portfolio. By
elucidating the cognitive expectancies of how an adolescent makes the initial and
subsequent decisions to try or not to try drugs, we will gain new insight into how
to develop interventions aimed at changing the actual decision to use drugs. Pre-
venting the initial use of drugs and stopping the progression of drug use before it
escalates to addiction are two targeted objectives of NIDA’s National Prevention Re-
search Initiative. The multi-disciplinary teams of basic researchers, community
leaders, prevention specialists, clinicians, and health service providers who have
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been brought together as part of this Initiative will use the power of science to re-
duce drug use in the country.

COMBATING HIV/AIDS, HEPATITIS DOMESTICALLY AND INTERNATIONALLY

Our efforts to reduce the burden of drug abuse goes beyond our borders. Given
the growing number of countries that report HIV and hepatitis C infection associ-
ated with drug injection behaviors, NIDA supports a strong research program that
is yielding findings that are beneficial both domestically and internationally. In the
absence of a vaccine or cure for AIDS, comprehensive HIV prevention strategies are
the most cost effective and reliable approaches for preventing new HIV infections,
and other bloodborne infections, such as hepatitis C. NIDA-supported researchers
are making progress in curtailing the spread of these diseases. NIDA researchers,
using molecular biology techniques, have recently shown that new outbreaks of HIV
infection among injection drug users are spreading along drug trafficking routes and
spreading from drug users to non-drug using individuals through sexual trans-
mission. Some of the victims of such transmission are homeless U.S. adolescents
and AIDS orphans. Understanding how drug use related HIV transmission occurs
is critical to the development of culturally specific behavior change strategies. NIDA
remains committed to work with other Institutes and federal agencies to discover
more effective ways to stop drug abuse-related spread of these infectious diseases
and work towards transferring these evidence-based strategies to slow the spread
of HIV and other related infections.

CLINICAL TRIALS NETWORK DOES MORE THAN JUST TREAT PATIENTS

HIV prevention interventions are some of the new protocols being developed for
testing in NIDA’s National Drug Abuse Treatment Clinical Trials Network (CTN).
The CTN, which was established in 1999, provides a national infrastructure to bring
science-based behavioral and pharmacological treatments for addiction into diverse
patient and treatment settings across the country. NIDA added three new sites in
the past year, which now allows our 17 centers or nodes to better serve patients
across a wider geographic area, in fact through the 115 community treatment pro-
grams involved in this endeavor we are serving patients in 27 states. Over 8,000
patients are expected to be enrolled in treatment protocols that are addressing the
unmet needs of diverse populations, including adolescents, pregnant women, and
women who suffer from Post-Traumatic Stress Disorder. Clinical trial networks for
cancer and diabetes have been active for decades, but NIDA’s efforts are the first
ever to establish this model for addiction. Another first for the field, is the unprece-
dented efforts being taken to reduce the lag time between translating research dis-
covery into practice. NIDA is working with the Substance Abuse and Mental Health
Services Administration to disseminate science-based treatments into SAMHSA-sup-
ported Centers and activities. Blending the expertise of researchers, practitioners,
and service-oriented professionals is the hallmark of the CTN, and why the CTN
has become more than just a way to get quality treatment. It is the conduit through
which research meets practice.

CONCLUSION

Reducing the adverse health, economic, and social consequences of drug abuse to
individuals, families, and communities is the ultimate goal of our Nation’s invest-
ment in drug abuse research. That goal is being met by NIDA.

PREPARED STATEMENT OF DR. RICHARD J. HODES

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute on Aging (NIA) for fiscal year 2004.
The fiscal year 2004 budget includes $994,411,000, an increase of $1,342,000 over
the fiscal year 2003 enacted level of $993,069,000 comparable for transfers proposed
in the President’s Request. The NIH budget request includes performance informa-
tion required by the Government Performance and Results Act (GPRA) of 1993.
Prominent in the performance data is NIH’s third annual performance report, which
compared our fiscal year 2001 results to the goals in our fiscal year 2001 perform-
ance plan.

There are today approximately 35 million Americans ages 65 and over, according
to the U.S. Bureau of the Census. Thanks to improvements in health care, nutrition,
and the overall standard of living, these men and women are more likely than ever
before to be healthy, vigorous, and productive: A recent meta-analysis of demo-
graphic studies confirms that disability among America’s elders has declined stead-
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ily over the past decade. More older Americans are able to participate in “instru-
mental activities of daily living,” such as performing household chores and man-
aging their own medications, while fewer are experiencing limitations in basic phys-
ical tasks such as walking or climbing stairs. The prevalence of severe cognitive im-
pairment also appears to be declining, although this finding needs verification.

At the same time, diseases of aging continue to affect many older men and
women, seriously compromising the quality of their lives. For example, more than
half of all Americans over age 65 show evidence of osteoarthritis in at least one
joint.1 Over half of Americans over age 50 have osteoporosis or low bone mass.2 Car-
diovascular disease, cancer, and diabetes remain common among older Americans.
And, according to the Alzheimer’s Association, as many as 4 million Americans suf-
fer from Alzheimer’s disease (AD), the most common cause of dementia among older
persons.

CONQUERING ALZHEIMER’S DISEASE

We have made progress in several important areas of AD research. For example:

We are improving our ability to diagnose AD early.—Scientists are developing and
refining powerful imaging techniques that target anatomical, molecular, and func-
tional processes in the brain. These new techniques hold promise of earlier and
more accurate diagnosis of AD, as well as improved identification of people who are
at risk of developing the disease. For example, researchers have developed a new
method of functional magnetic resonance imaging (fMRI) based on oxygen use by
the brain during rest. This technique permits visualization of signals from minute
subregions of the hippocampus, a brain region important for learning and memory
that shows degenerative changes in AD, and the researchers are using it to distin-
guish between hippocampal changes that are related to normal aging and those that
may indicate the presence of neurodegenerative disease. Other researchers are
working to improve our ability to image AD’s characteristic amyloid plaques and
neurofibrillary tangles in vivo, which will allow us to diagnose the disease with
greater accuracy and more closely follow its progression. These and other NIA-fund-
ed neuroimaging studies support the broader goals of the molecular imaging compo-
nent of the NIH Roadmap Initiative.

We are developing new, more effective treatments and preventive interventions for
AD.—Research into the underlying biology of AD is suggesting new ways to treat
the disease or even prevent it altogether. For example, human stem cells, with their
unique capacity to regenerate and give rise to many tissue types, are of particular
interest in AD research because of their potential ability to generate new cells that
could renew damaged brain tissue, replace dying neurons, or enhance the ability of
the brain to respond to age-related impairments. Recent findings suggest that both
human embryonic stem cells (hES), which can give rise to many cell types, and
“adult” stem cells, which develop into a specific cell type, show promise for the even-
tual treatment of AD and other neurodegenerative conditions. Researchers have re-
cently developed a method for inducing hES cells to differentiate into neurons.
These newly-derived cells exhibit the properties of cells ordinarily found in the brain
and central nervous system, suggesting that hES cells could provide a source for
neural progenitor cells and mature neurons for therapeutic use. Investigators have
also found that in the adult hippocampus, neural stem cells can give rise to func-
tional neurons that can integrate effectively into existing neural circuits.

NIA is currently supporting 18 AD clinical trials, seven of which are large-scale
prevention trials. These trials are testing agents such as estrogen, anti-inflam-
matory drugs, and anti-oxidants for their effects on slowing progress of the disease,
delaying AD’s onset, or preventing the disease altogether. Other intervention trials
are assessing the effects of various compounds on the behavioral symptoms (agita-
tion, aggression, and sleep disorders) of people with AD. The design and implemen-
tation of all of these clinical trials will be carried out in the context of the NIH
Roadmap initiative to enhance clinical research infrastructure and methodology.

We are working to reduce the burden on caregivers of persons with AD.—Most
Americans with AD are cared for at home by an adult child or in-law, a spouse, an-
other relative, or a friend. For this reason, the AD “patient” is, in a sense, not only
the person with the disease, but the entire family unit. The NIA’s REACH Project
(Resources for Enhancing Alzheimer’s Caregiver Health), a large, multi-site inter-
vention study aimed at family caregivers of AD patients, was designed to charac-

1See “Handout on Health: Osteoarthritis,” National Institute of Arthritis and Musculoskeletal
and Skin Diseases, July 2002.

2See America’s Bone Health: The State of Osteoporosis and Low Bone Mass in Our Nation.
National Osteoporosis Foundation, February 2002.



157

terize and test promising interventions for enhancing family caregiving. Nine dif-
ferent social and behavioral interventions were tested, and investigators found that
the combined effect of interventions alleviated caregiver burden, and that interven-
tions that enhanced caregiver behavioral skills reduced depression. The second
phase of the study, REACH II, combines elements of the diverse interventions test-
ed in REACH into a single multi-component psychosocial behavioral intervention
and is ongoing.

UNDERSTANDING THE BIOLOGY OF AGING

We are continuing to advance our understanding of the molecular and cellular
changes that underlie aging processes, with the goals of identifying the factors that
affect the life span of an organism and using this information to develop interven-
tions to extend life and delay the onset of disease and/or disability.

Experiments in a number of animal models are providing valuable insights into
mechanisms of longevity. Investigators recently created a transgenic mouse carrying
a mutation in the Xpd gene, which codes for an enzyme involved in both repair of
DNA damage and transcription of DNA into RNA (an important first step in gene
activation). These mice appear normal at birth but age rapidly and live only about
half as long as normal mice. This new mouse model will be useful for studying a
number of aspects of aging, including the roles of DNA damage and cell death, as
well as mechanisms by which the genome maintains itself and how such mainte-
nance contributes to longevity.

Researchers are also using animal models to identify interventions that might be
useful in delaying aging. For example, in one recent study, fruit flies fed the chem-
ical 4-phenylbutyrate throughout adulthood lived significantly longer than expected,
with no negative effects on physical activity, stress resistance, or fertility. In addi-
tion, last year the NIA issued a Request for Applications (RFA) for the Aging Inter-
vention Testing Program, a large-scale initiative to test intervention strategies that
may slow the rate of aging in animal models. A number of unproven strategies are
already in substantial and growing use by older Americans; positive results using
such strategies in animals could lead to clinical trials to establish safety and efficacy
in humans. An important secondary goal is to identify interventions that are not
safe or are ineffective.

Work in animal models is also leading to the identification of genes involved in
regulation of the life span. In the tiny worm C. elegans, researchers used a sophisti-
cated genetic screen to identify about 200 genes that cause an increase in longevity;
many of these genes were related to the worm’s mitochondria (cellular energy cen-
ters), while the exact function of many others remains unknown.

Such findings in model systems, as well as our increasing understanding of ge-
netic disorders such as Hutchinson-Gilford progeria syndrome that exhibit features
of premature aging, suggest important roles for genes in human aging. Evidence for
a genetic basis of human longevity was strengthened by the recent finding that sib-
lings of centenarians have about half the risk of dying at every age compared with
people who do not have a centenarian sibling. In the same study, the investigators
found that brothers of centenarians were at least 17 times more likely to reach the
age of 100 themselves; sisters were at least 8 times more likely to reach 100 years
of age.

REDUCING DISEASE AND DISABILITY

Evidence of the beneficial effects of exercise on older people continues to increase.
In a study last year, researchers assessed the results of a resistive strength training
program on men and women in two age groups, 20-30 and 65-75. They found that
the effects of the program did not differ between the two groups: Participants in
both age groups increased strength and showed similar increases in muscle mass
and in resting metabolic rates, which generally decrease with age.

NIA is working to translate research findings in action through its highly success-
ful campaign to encourage older people to exercise. Since the campaign was
launched in 1998, NIA has distributed nearly one half-million copies of its exercise
guide and almost 60,000 copies of its companion video to the public. A Spanish-lan-
guage version of the guide was published in January 2002, and over 50,000 copies
were distributed last year.

We are also working to reduce the troubling health disparities that still exist
among different racial and ethnic groups. In one study of elderly heart attack pa-
tients, researchers found that black patients did not live as long after discharge
from the hospital as white patients. Much of this disparity could be explained by
the lower rate of use of certain cardiac procedures among black patients, suggesting
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that expanded use of effective procedures could substantially reduce racial dif-
ferences in long-term survival.

To address disability and disease in special populations, NIA implemented a
major new study of health disparities among different racial, ethnic, and socio-
economic groups. The study, Healthy Aging in Nationally Diverse Longitudinal
Samples (HANDLS), focuses primarily on cerebrovascular health, cardiovascular
health, age-associated changes in cognition, and strength and physical functioning.
Through this study, we hope to address hypotheses about aging and health dispari-
ties in minority and poor populations to understand the significance of environ-
mental and genetic risk factors for disease. The pilot phase of HANDLS, in which
investigators assessed the logistics and feasibility of this community-based study,
was completed at the end of 2001, and the larger population-based phase of this
study is scheduled to begin in late fall of 2003.

Other areas of research interest include:

Diabetes.—Last year, investigators in the multi-institutional Diabetes Prevention
Program (DPP) reported that people who are at high risk for diabetes can sharply
reduce their risk through a low-fat diet, and a moderate exercise regimen. This ef-
fect was most pronounced among study participants age 60 and over. Treatment
with the drug metformin (Glucophage®) also reduced diabetes risk among study
participants, but for unknown reasons was less effective among older participants.
With other participating NIH Institutes, we are continuing to follow up the DPP
participants to determine long-term effectiveness of these interventions.

Menopause.—Women approaching menopause may experience a variety of uncom-
fortable symptoms, but uncertainty remains over the safety of hormonal therapy due
to reports of serious health risks related to some combinations of hormones. NIA-
supported researchers are working to find effective treatments for the symptoms of
menopause that do not increase risk of adverse effects.

CONCLUSION

It is becoming increasingly obvious that old age need not be associated with ill-
ness, frailty, or disability. In fact, we have made tremendous progress against all
of the major diseases and conditions of aging. However, much work remains to be
done. NIA is committed to supporting high-quality research to address all aspects
of aging, from conditions and diseases that primarily affect older people to physical,
behavioral, and cellular characteristics of the aging process. As more Americans live
longer, NIA will meet the challenges of our rapidly aging society by continuing and
intensifying research that improves the health and well-being of older people.

PREPARED STATEMENT OF DR. THOMAS R. INSEL

Mr. Chairman, and members of the Committee, I am pleased to present the Presi-
dent’s budget request for the National Institute of Mental Health (NIMH) for fiscal
year 2004, a sum of $1,382 million, which reflects an increase of $42 million over
the fiscal year 2003 enacted level of $1,340 million comparable for transfers pro-
posed in the President’s budget.

In my statement, I will call to your attention the immense burden on our Nation
of mental and behavioral disorders. In addition, in the context of a brief review of
our research activities and accomplishments, I will suggest how NIMH’s expertise
in behavioral science and behavioral neuroscience are contributing to the Nation’s
capacity to prepare for and respond effectively to the psychological impact of bioter-
rorist attack.

THE BURDEN OF MENTAL ILLNESS

Mental disorders are real illnesses that are mediated by the brain and can be di-
agnosed reliably and accurately. Thanks to the Nation’s willingness to invest gener-
ously in research, highly effective treatments exist for most mental disorders; and
recovery is a realistic and attainable goal for many people who have a mental dis-
order. Despite our research progress, our society faces a pressing need to strengthen
the quality and accessibility of clinical services for mental disorders for all those
who require such services. In keeping with our public health mission, NIMH assigns
high priority to the task of moving information gained through research into the
hands of providers, systems, patients, and families.

The Surgeon General’s Report on Mental Health noted that an estimated 5.4 per-
cent of Americans adults have a serious mental disorder such as schizophrenia,
major depression, and bipolar in a given year, and about 5- to 9 percent of children
and adolescents suffer from mental and behavioral disorders that are sufficiently se-
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vere to cause academic, social, or family impairment. Research supported and con-
ducted by NIMH has significantly strengthened the ability of the Nation’s health
care providers to treat and manage these disorders; still, the public health challenge
posed by mental illness remains formidable, in large part because many serious
mental disorders tend to strike in childhood, adolescence and young adulthood, and
to persist across much of a person’s lifetime.

THE PRESIDENT’S NEW FREEDOM COMMISSION ON MENTAL HEALTH

With the release of the final report of The President’s New Freedom Commission
on Mental Health scheduled for this Spring, efforts to translate our science into clin-
ical service programs will assume added importance and urgency. The Commission
was charged to identify specific examples of community-based care models that are
demonstrably successful in achieving desired outcomes. In its interim report, the
Commission noted that much can and is being done to improve the delivery of high
quality mental health care. The Commission found, however, that the national men-
tal health care system is hampered by fragmentation of services and limited access
to effective treatments. We have worked closely with the Commission over the
course of its study, and look forward to helping to implement the its recommenda-
tions.

An ongoing collaboration between NIH and the Substance Abuse and Mental
Health Services Administration (SAMHSA) anticipates the Commission’s interest in
ensuring that individuals in every region of the country have access to the best
available treatments. NIMH, the National Institute on Drug Abuse, and the Na-
tional Institute on Alcohol Abuse and Alcoholism have identified specific treatment
and preventative interventions that have a strong scientific evidence base and we
are working with SAMHSA officials as they develop plans to assist State agencies
implement these interventions. Built into this initiative are processes designed to
establish a systematic feedback loop that will enable researchers to draw on real
world experiences with evidence-based practices in order to inform and guide future
intervention research.

Need clearly exists for NIMH to advise SAMHSA of completed research that will
improve the quality of care available immediately. Still, opportunities have never
been greater for fundamentally revamping our approaches to developing new clinical
treatments and preventive interventions. New scientific knowledge about the brain
and behavior, as well as the emerging science of genomics, promise to yield new
treatments for mental disorders that ultimately will alter the delivery of mental
health care in far-reaching ways.

SEARCHING FOR SCHIZOPHRENIA VULNERABILITY GENES

After many years of searching, the recent discoveries of several putative vulner-
ability genes for schizophrenia have been among the most noteworthy achievements
of the past year. Schizophrenia is a genetically complex disorder, in which multiple
genes are involved, but no single one of them is sufficient or necessary to cause the
disease. Rather, multiple genes, interacting with environmental influences, lead to
illness. One newly discovered gene, called G72, plays a role in regulating the activ-
ity of glutamate, an important excitatory neurotransmitter in the brain. This is in-
triguing because decreased glutamate activity appears to play a key role in negative,
or deficit, symptoms of schizophrenia such as social withdrawal, a lack of motivation
and expressiveness, and an inability to experience pleasure. It is interesting that
several of the recently discovered genes believed to be associated with susceptibility
for schizophrenia may function by interfering with neurotransmitters in the
prefrontal cortex (PFC) and related brain regions. For example, another newly iden-
tified gene encodes an enzyme that terminates the activity of dopamine in the PFC.
In work led by an NIMH scientist, this research has identified two alleles, or
variants, of this gene; one of these has been shown in clinical studies to be associ-
ated with deficits in information processing and memory, again symptoms central
to schizophrenia. These discoveries highlight the biological basis for schizophrenia
and may ultimately yield both diagnostic and therapeutic breakthroughs.

SCREENING FOR DRUG DISCOVERY TARGETS

One initial application of genetic discoveries will be to identify the various mol-
ecules they encode and then design medications that act on those molecules when
they are implicated in various disorders. Molecular processes gone awry can serve
as targets for medications designed to prevent, treat, or halt progression of a given
condition. As part of an initiative included in the NIH Roadmap, NIMH is sup-
porting research to generate a library of small molecules with novel actions that will
interact with particular biological targets. Subsequent research will test these sub-
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stances as candidates for the treatment of mental disorders as well as for their util-
ity as diagnostic agents or research tools.

AUTISM

Autism represents an urgent and significant scientific and public health challenge
that, given scientific opportunity and public concern, is the appropriate focus of mul-
tiple NIH Institutes. The reported incidence and prevalence of autism appears to
be rising. Over the past two decades, estimates of prevalence have escalated from
V10000 to as many as Yeso (for autism spectrum) to Yaoo (classic autism). A recent
investigation by CDC in Brick Township, New Jersey, found a prevalence rate for
autism of 4.0 per 1,000 children and a rate of 6.7 per 1,000 children for the more
broadly defined category of autistic spectrum disorders.

A biologically based developmental disorder, autism is characterized by quali-
tative impairments in social interaction and both verbal and nonverbal communica-
tion and behaviors, resulting in a markedly restricted repertoire of activities. High
quality clinical care and management of children with autism can exert a draining
financial toll on families.

Last year, NIMH accepted leadership of the internal NIH Autism Coordinating
Committee (ACC), which operates in close communication with the larger Inter-
agency Autism Coordinating Committee (IACC). Other NIH Institutes retain control
over their own activities, such as the long-standing Collaborative Programs for Ex-
cellence in Autism (CPEAs), a network of sites funded by NICHD and NIDCD. In
2002, NIMH committed to be the primary funding source for the Studies to Advance
Autism Research and Treatment (STAART) Centers program mandated by the Chil-
dren’s Health Act of 2000. The Institute awarded grants to develop STAART Cen-
ters, with co-funding provided by NINDS, NICHD, NIDCD, and NIEHS. Two Cen-
ters were awarded in fiscal year 2002, and six additional Centers are slated for
funding in fiscal year 2003. This will complete establishment of the network, exceed-
ing the mandate of at least five centers required by the Act.

Our research is yielding significant dividends. A recent study found risperidone,
one of a newer class of anti-psychotic medications, to be successful and well toler-
ated for the treatment of serious behavioral disturbance associated with autistic dis-
order in children aged 5 to 17. Also near completion is a study evaluating the safety
and efficacy of methylphenidate (Ritalin®) in treating overactivity, impulsivity, and
distractibility in children with autism spectrum disorders.

PSYCHOLOGICAL IMPACT OF BIOTERRORISM

In light of the maxim that “the purpose of terror is to terrorize,” prudence dictates
that we use research not only to treat the consequences of terrorism, but also to
help refine our ability to triage those individuals likely to be most susceptible to se-
rious adverse neurobiological responses to a bioterroist attack and, to the extent
possible, to “innoculate” the population against destabilizing or unwarranted anxiety
or panic. Over many decades, NIMH has supported a robust behavioral science re-
search portfolio that has informed us about many basic behavioral mechanisms, in-
cluding those influencing group processes. More recently, we have supported studies
that have examined the psychological impact of natural disasters such as floods and
tornados, and the terrorist attacks in Oklahoma City in 1995 and on September 11,
2001. Behavioral science and clinical research not only provide a “top-down” sys-
tems-level context to help us understand what is happening at molecular and cel-
lular levels in the brain in the face of overwhelming fear and anxiety, but also can
help us to prepare for and treat the psychological and social consequences of such
events.

A key finding of this research to date is that people are very resilient—the vast
majority of victims of mass disaster and terrorist attack do not develop a psychiatric
disorder. For those individuals who do, the most frequent adverse outcome is post-
traumatic stress disorder, or PTSD. This is a form of anxiety disorder that occurs
after exposure to an extreme stressor in which an individual experiences, witnesses,
or is confronted with actual or threatened death or serious injury to self or others.
Given its prevalence, disabling impact, chronicity, and treatment resistance, PTSD
represents a major public health concern. Through the research we have conducted,
however, we are gaining an increasingly clear understanding of what variety of psy-
chological and behavioral problems to expect in the event of an attack and the types
of services that will be needed. We know that we should expect to see increases in
requests for therapy and medications for common and troubling symptoms of fear,
anxiety, hyperarousal, and sleep problems. We know that survivors—particularly
those with PTSD and others who may have a comorbid, or co-occurring mental dis-
order—actively use mental health services. In the event of a future attack, as we
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move beyond needs for first aid, housing, and food, the majority of those people who
were directly affected will have need for supportive counseling and assistance with
resuming normal activities such as household routines, school, and work. Research
that has examined the use of mental health interventions speaks to the clinical sig-
nificance of subjective distress even in subjects without recognized psychiatric dis-
orders. We also have information about who is most likely to be at risk for devel-
oping longer-term problems and, thus, as people present to health, educational and
social service programs for a variety of physical and mental health problems, it will
be important to apply what we know with the aim of preventing such problems. I
would also note that we also are drawing on behavioral science research involving
coping in response to threat to advise individuals and communities how to antici-
pate and lessen the emotional burden caused by trauma. It is clear that the avail-
ability of accurate information, including information about health risk, for example,
blunts the anxiety- and panic-provoking nature of unjustified speculation about risk
and permits people to decide on action that they can take. Research on basic behav-
ioral processes involved in decision-making, judgment, and health risk assessment—
all involved in shaping attitudes, affect, and behavior—is very useful in shaping the
messages we convey to our citizens.
I will be pleased to answer any questions.

PREPARED STATEMENT OF DR. STEPHEN I. KATZ

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Arthritis and Musculoskeletal
and Skin Diseases (NIAMS). The fiscal year 2004 budget includes $502.778 million,
an increase of $17.005 million over the fiscal year 2003 enacted level of $485.773
million comparable for transfers proposed in the President’s request.

The budget increases over the last few years have made a tremendous difference
in the studies we have been able to launch, particularly in clinical research includ-
ing clinical trials in a wide variety of diseases as well as the expansion of vital sci-
entific infrastructure in a creative way. As stewards of these funds, we have worked
with a wide range of advisers, both from the scientific community and from the lay
public, to ensure that we target areas of greatest scientific opportunity. In addition,
we worked to undertake studies that could either be done solely or better by the
Federal government. I am pleased to be able to share highlights of some of the sto-
ries of progress and promise that have resulted from our investments in medical re-
search.

PUBLIC/PRIVATE PARTNERSHIPS

One of the priority areas in the new NIH Roadmap Initiative is the development
of public/private partnerships. The NIAMS has had a number of positive experiences
in this area, and I will mention two ongoing examples. The first is the Osteo-
arthritis Initiative. Our Institute partnered with the National Institute on Aging
and several other NIH components as well as with three pharmaceutical companies
in launching this public/private partnership aimed at developing clinical research
resources that support the discovery and evaluation of biomarkers and surrogate
endpoints for osteoarthritis clinical trials. This seven-year project is being under-
taken by four clinical sites and one data coordinating center, and this consortium
will likely serve as a model for future endeavors that link the public and private
sectors.

The second partnership involves the NIH and the Muscular Dystrophy Association
(MDA). The NIH has been actively engaged in implementing the mandates of the
MD-CARE Act, and has worked closely with representatives of the muscular dys-
trophy (MD) research and patient communities in this effort. Specifically, the
NIAMS, NINDS, and NICHD have partnered to issue new research solicitations for
MD cooperative research centers, and for developmental planning grants for future
centers. In addition, we are developing an initiative to support the training of basic
and clinical researchers to study muscular dystrophy. To underscore the importance
of stimulating and supporting further work in this area, the NIH has established
an MD Research Task Force, which includes NIH scientific staff, as well as re-
searchers, clinicians, and patient representatives. This group will help ensure that
we pursue all promising opportunities to boost MD research and training, and it will
also complement the work of the newly established inter-agency Muscular Dys-
trophy Coordinating Committee, which was called for in the MD-CARE Act.
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MUSCLE DISEASES

One of the most active and productive areas within the Institute’s research port-
folio is in the muscular dystrophies—a group of genetic diseases characterized by
progressive weakness and degeneration of the skeletal or voluntary muscles which
control movement. Research advances from NIAMS investments in this area in-
clude: (1) the finding that people with facioscapulohumeral muscular dystrophy
(FSHD) have an exclusive association with one of the two different forms of the
chromosomal region linked to the disease. This work may lead to a better under-
standing of the instability of the genetic locus associated with FSHD. (2) the dis-
covery of how to reverse muscle degeneration in a mouse model of Duchenne mus-
cular dystrophy, a genetic disorder in which muscle cells become progressively more
damaged and die. Scientists have devised a way to revitalize wasting muscle by
using a special viral carrier to introduce the missing dystrophin gene into the dis-
eased muscle tissue—a finding that could eventually lead to gene therapies for pa-
tients with Duchenne muscular dystrophy. (3) the report that a faulty gene is key
to understanding myotonic dystrophy. The genetic defect affects the conductance of
electrical signals, resulting in delayed muscle control. (4) the isolation of muscle-
generating stem cells that can improve muscle regeneration and deliver the missing
protein dystrophin to damaged muscles in a mouse muscular dystrophy model.
These results signal that some of the major obstacles to stem cell transplantation
may be overcome, resulting in more effective treatments for muscular dystrophy and
other muscle-related diseases. and (5) the creation of a new animal model that has
been labeled a “marathon mouse,” which expresses an energy-metabolizing protein
that increases the proportion of particular muscle fibers that give distance runners
their muscular stamina. Further work in this area could benefit research efforts
against muscle-wasting diseases like the muscular dystrophies.

SYSTEMIC LUPUS ERYTHEMATOSUS

Some of the most promising research results in fur mission areas have come from
the ability of researchers to apply the explosion of information in genetics and
genomics. One example of this is the very recent research report that a particular
genetic “signature” has been linked to the blood of patients with severe systemic
lupus erythematosus (SLE or lupus). A team of scientists supported by the NIAMS,
other parts of the NIH, and the private sector (the Minnesota Lupus Foundation
and the Alliance for Lupus Research) has discovered a genetic “signature” present
in some patients with lupus who develop such life-threatening complications as
blood disorders, central nervous system damage, and kidney failure. These research-
ers analyzed thousands of genes in the blood of patients with lupus, and, surpris-
ingly, 14 of the thousands of genes studied were linked to a subset of lupus patients
with severe disease. These 14 genes are associated with a complex family of proteins
involved in the regulation of immune responses, and these findings provide strong
support for developing new therapies to block the affected pathways in patients with
severe lupus, as well as for identifying patients most likely to benefit from these
new therapies.

I want to also mention an important new clinical trial that we launched in chil-
dren with lupus. The trial is designed to test the efficacy of statins (cholesterol-low-
ering agents) in preventing or delaying progression of cardiovascular disease in chil-
dren with lupus. This research study involves 20 centers from the Pediatric
Rheumatology Research Network in establishing the largest cohort of pediatric
lupus patients ever prospectively studied.

BONE AND OTHER MUSCULOSKELETAL DISEASES

One dimension of the NIH Roadmap Initiative is translational research, and we
know that translating the results of basic bone biology research into therapies that
prevent or treat musculoskeletal diseases can have a very significant impact on pub-
lic health. Development and maintenance of a healthy skeleton depends on inter-
actions between bone and bone marrow, blood vessels, and even the central nervous
system. Understanding these complex interactions will depend on studies employing
genetic and genomic tools, including NIAMS-supported efforts in animal models that
are expected to translate into insights guiding the development of new preventive
and therapeutic approaches to conditions such as osteoporosis. In recent advances,
a variety of pharmacological agents and biochemical factors, some already familiar
in other contexts, has been found to have unexpected effects on bone mass. For ex-
ample, the actions of the cholesterol-lowering drugs called statins, the hormone
leptin (originally identified as important for controlling obesity), and nitric oxide
(best known for its effects on the heart and blood vessels) all provide clues to ways
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that new therapies might improve bone health. In addition, studies of the genetics
of bone mass are increasingly productive, including reports of a gene that was pre-
viously unsuspected of playing any role in bone emerging as a possible key to restor-
ing bone in cases of osteoporosis.

Research that has direct applicability to daily life of affected individuals has de-
termined that limb reconstruction and amputation after trauma to the lower leg re-
sult in similar outcomes in terms of function. We anticipate that the findings of this
study will help surgeons and patients make better informed decisions when choosing
between reconstruction (limb salvage) or amputation of a limb that has been se-
verely damaged. With a look to the future, a large United States/Canada cooperative
project is now underway to resolve differences of opinion on the best way to repair
the fracture of the tibia—the most common long bone fracture in the human body.
Factors that will be considered in determining which of the groups being studied
has a more successful outcome include how soon patients return to work and their
general health status and quality of life. Finally, plans are underway for an NIH
Consensus Development Conference on Primary Knee Replacement in December
2003 to address the issues that exist in this area, to review the current state of the
science, and to identify directions for future research.

SKIN DISEASES

NIAMS-supported researchers recently reported exciting and promising results
from their gene therapy studies in the recessive form of the devastating blistering
skin disease dystrophic epidermolysis bullosa. This disease is caused by the absence
of a specific gene, and researchers used a particular enzyme as the base for gene
transfer. The researchers were successful in stably integrating the DNA from the
missing gene into genomes of cultured skin cells from four patients with this inher-
ited skin disease. The skin that was developed using these cells displayed stable cor-
rection of the hallmark features of this disease. These results establish a potential
practical approach to nonviral genetic correction of severe human genetic disorders
that require stable genomic integration of large DNA sequences.

The Institute has recently called on scientific experts and lay representatives to
help us in three particular areas of skin diseases research: (1) In response to fiscal
year 2002 Congressional language, the NIAMS sponsored the “Workshop on the
Burden of Skin Disease” in September 2002, to discuss the elements that comprise
the burden of skin diseases and their impact on public health and daily living; cur-
rent knowledge and data-collection instruments, and how to access the data more
effectively; and future data needs and instruments for facilitating the collection of
the data. The recommendations from this workshop are being reviewed by the Insti-
tute to determine the need and path for future initiatives in this area. The lessons
learned from this workshop can serve as a paradigm for other areas—all of which
share the challenge of defining the burden of a disease on an individual, the family,
the workplace, and society as a whole. (2) The NIAMS teamed with the National
Alopecia Areata Foundation in sponsoring the Fourth International Research Work-
shop on Alopecia Areata in November 2002, bringing together investigators from
around the country for an exchange of recent findings in alopecia areata and related
fields of hair biology. Results of this workshop will guide future research in this
field. (3) The Institute is planning a workshop on immune modulation in the treat-
ment of skin diseases, which will include new treatments for psoriasis, atopic der-
matitis, autoimmune bullous diseases, and other skin diseases. The workshop will
focus on trying to understand how some new treatments are actually working so
that we may better understand the mechanisms underlying these diseases.

HEALTH DISPARITIES

In research related to health disparities, there are four efforts that I want to high-
light: (1) The NIAMS continues to support the diversity initiative it has created and
developed over the last few years—the Health Partnership Program, a collaborative
community-based effort in Washington, D.C., that is directed at developing research
programs to understand and address health disparities in rheumatic diseases in Af-
rican American and Hispanic/Latino communities. (2) Differences have been docu-
mented in the damage caused by lupus in studies of Hispanic, African American,
and Caucasian individuals with this disease. The proportion of patients who had
any organ damage was higher among Hispanics than among the other two groups,
confirming the greater negative impact of lupus among members of this ethnic
group. The association of organ damage with poor coping skills was reported for the
first time, and it suggests that approaches designed to modify patients’ behaviors
and attitudes to their illness could reduce the damage to the body caused by lupus.
(3) Research suggests that women with lupus are at increased risk for both clinical
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osteoporosis and cardiovascular complications at a much younger age, and more ag-
gressive control of the risk factors for these complications is needed to prevent these
conditions in women with lupus. (4) Social experience has been shown to influence
joint replacement decisions; that is, when people think about having a hip or knee
replaced, knowing someone who has had the surgery may influence their decision.
A recent study funded by the NIAMS and the Robert Wood Johnson Foundation
suggested that one reason African Americans may be less likely than Caucasians
to seek joint replacement surgery, a procedure that makes a significant difference
in alleviating pain and improving function of severely affected individuals, is be-
cause they know fewer people who have had this procedure.

CONCLUSION

We are proud of the advances that scientists supported by the NIAMS have
achieved and we are excited about initiatives that we have launched. Patients and
their families are looking to us with hope and anticipation for answers to what
causes their diseases, as well as how their diseases can be better treated and even
prevented. We are confident that public health in general as well as daily life for
affected individuals in particular will benefit from NIAMS research in the extensive
and diverse array of chronic diseases within our mission areas of bones, joints, mus-
cles, and skin.

I would be happy to answer any questions.

PREPARED STATEMENT OF DR. GERALD T. KEUSCH

The fiscal year 2004 budget includes $64,266,000, an increase of $2,073,000 over
the fiscal year 2003 enacted level of $62,193,000 comparable for transfers proposed
in the President’s request.

SCIENCE FOR GLOBAL HEALTH

Thirty five years ago, the Fogarty International Center was established to honor
the memory of Congressman John E. Fogarty of Rhode Island. The authorizing leg-
islation, introduced by Representative Melvin Laird of Wisconsin, stated “. . . the
committee has provided funds to plan a lasting memorial to a man who for more
than a quarter of a century worked tirelessly for a healthier America in a healthier
world.” (Congressional Record, House, May 25, 19867, p. 14062). It is my privilege
to report to you, that for the past 35 years, the Fogarty International Center (FIC)
has fulfilled this promise—Mr. Fogarty and Mr. Laird would be proud of their leg-
acy. Today the FIC is an essential component of the DHHS and NIH response to
global challenges in health, representing the nexus between science and diplomacy
and promoting both at the same time. FIC is known and respected around the world
for its critical role in promoting research and capacity building for global health.

The research and training supported by FIC is a window to a brighter future for
the low- and middle-income countries with heavy burdens of disease. While people
in these countries typically suffer from high infant, child and maternal mortality
rates, amplified manyfold by the threats represented by AIDS, TB, malaria and
other seemingly intractable infectious diseases, increasingly these populations are
now subject to the ravages of chronic disease and premature mortality represented
by cardiovascular disease, diabetes, and cancer. All of these conditions limit societal
productivity, economic growth, and stability. To this end FIC supports research to
better understand the impact of improving health on economic development, polit-
ical and social stability, and active participation in the global marketplace of the
21st century. Because economic growth invariably impacts on the environment, usu-
ally in an adverse manner, FIC has also developed a research agenda to improve
our understanding of the impacts on population’s health and individual’s well-being
related to sustainable economic development. These programs are crucial as we
identify health care interventions that an improve both health and development.

The programs of the FIC directly address five of the eight goals outlined in the
United Nations Millennium Declaration, including eradication of extreme poverty
(Goal 1), reducing child mortality and improving maternal health (Goals 4 and 5),
combating HIV/AIDS, TB and malaria (Goal 6), and ensuring environmental sus-
tainability (Goal 7). These goals are daunting, but not incapacitating. As U.N. Sec-
retary General Kofi Annan has said, “They are achievable, not by holding more
world conferences, but by people in every country, coming together and taking ac-
tion.” This is precisely what FIC does every day. To maximize and leverage the im-
pacts of FIC programs, the Center has collaborated extensively within the NIH,
across the Department of Health and Human Services, and beyond, including other
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components of the Federal government, bilateral and multilateral agencies here and
abroad, foundations, and international organizations such as the World Health Or-
ganization, The World Bank and the Regional Development Banks.

STRENGTHENING THE GLOBAL CULTURE OF RESEARCH

For scientists to come together and take action requires them to share a common
culture of scientific ethos and values. This can only be accomplished in an environ-
ment in which rapid communication is possible, wherein scientific knowledge is
readily available to all, and where research is conducted based on partnership and
equity. When American scientists work across geographic boundaries in this man-
ner, the beneficiaries are the collaborating scientists, science in general, the United
States and foreign partner countries.

FIC strengthens this “global culture of research” through a range of programs.
The FIC International Bioethics Education and Career Development Award provides
trainees with a strong background in ethics and an understanding of research. The
cadre of thoughtful and knowledgeable people trained through this program will in-
sure that internationally and United States-accepted ethical principles are upheld
in studies around the world, including in poor nations. An additional component to
strengthening a global culture of science is to ensure that technological advances
made in one country are accessible to the greatest extent in all countries.

FIC addresses the growing divide in the development and use of genetic tech-
nologies through the International Collaborative Genetics Research Training Pro-
gram. FIC-upported training in the technology of modern genetics research is ac-
companied by a strong component of ethical, social, and legal considerations and fo-
cuses on the mplications of performing genetics research in low- and middle-income
countries.

The third pillar in support of the global culture of science is access to information,
which is addressed by the International Training Program in Medical Informatics.
This program enables U.S. institutions to support training in order to build the ca-
pacity of scientists in developing countries to access, utilize and construct computer-
based tools to access and exchange information to advance biomedical research and
public health. This program will recompete in fiscal year 2004. As a companion to
this initiative, FIC in collaboration with the National Library of Medicine is em-
barking on additional programs to support and improve the editorial content of key
biomedical research and health journals in developing countries, and to improve the
quality and accuracy of reporting on medical research and health by developing
country journalists, whether they are working in print, radio or television.

As FIC works to strengthen the global culture of science through all its programs,
to maximize the benefits of individual initiatives in fiscal year 2004 FIC proposes
to pilot innovative International Glue Grants. These grants will provide resources
to link together regional and national institutions in developing countries with their
several U.S. partner institutions, taking advantage of the perspective of biomedical,
clinical and behavioral and social scientists in creating new ways to explore old and
emerging health problems. We expect the “glue” will bring investigators together in
a common framework for addressing critical issues, enabling these collaborators to
work more cost-effectively and with greater productivity on critical challenges such
as AIDS, maternal health, and impacts on health from environmental pollution.

Support for the movement of junior researchers across borders is the fourth pillar
of the broader effort to strengthen the global culture of research and science. FIC
will continue to invest in the Global Health Research Initiative Program (GRIP),
which provides resources for developing country scientists who trained in the United
States to obtain, on a peer-reviewed merit-based system, funding to conduct re-
search upon their return home and remain linked in collaborative research with
their U.S. mentors. As a corollary to this program, FIC is also investing in career
pathways in international research for young American investigators through the
FIC International Research Scientist Development Award (IRSDA). The IRSDA sup-
ports junior U.S. scientists as they conduct research in the developing world on
issues of global import, then provides additional opportunities and a “safety net” on
their return home. In addition, in fiscal year 2004, will bring the first crop of stu-
dents of medicine, public health and allied medical sciences into a new program to
provide a year of mentored clinical research training in a developing country col-
laborative research program. The rationale for this new program is to expose stu-
dents as early as possible in their professional careers to research needs and pros-
pects in the developing world as a means to encourage them to select global health
challenges as long-term career pursuits. A partnership with the Ellison Medical
Foundation, the Association of American Medical Colleges, the Association of
Schools of Public Health and the FIC, the program will pair a U.S. student with
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one from the host country to train and participate in clinical research under the
guidance of expert mentors from the United States and the foreign country who al-
ready work together on clinical research studies.

A previously neglected area is that of gender and global health research. Not only
may risk factors, disease progression, and response to treatment vary by gender, but
societal responses based on gender may exclude women from accessing health care
or may imbue them with stigma that adds significantly to the burden of disease.
FIC is initiating two new programs to address these issues. First, the Stigma and
Global Health research program, expected to be funded in fiscal year 2003, will sup-
port studies to better understand the exclusion of stigmatized populations from the
benefits of medical care and participation in medical research. Importantly, it will
identify interventions to address the major needs. Second, FIC, the NIH Office of
Research on Women’s Health, the Canadian Institutes of Health Research, and Har-
vard and Yale Universities are working with experts around the world to develop
a framework for the inclusion of gender issues across the range of global research
and training programs the Center and other science funding agencies support. In-
cluded in this initiative is an effort to enhance career development for women sci-
entists from the developing world.

CONTINUING TO INVEST IN COMMUNICABLE DISEASE RESEARCH

FIC currently supports a broad program of research and training in AIDS, tuber-
culosis, malaria and other emerging infectious diseases. In fiscal year 2004 the Cen-
ter will pursue these major global health problems in three ways, first through its
continuing focus on AIDS, the greatest epidemic threat of our time, and second,
through support of a comprehensive program, the Global Infectious Disease Train-
ing and Research Program (GLIDTR), to focus on infectious diseases that are pre-
dominately endemic in or impact primarily upon people living in tropical countries.
Under the AIDS programs, a major new initiative will be fully launched with the
awarding of the first set of comprehensive grants under the International Clinical,
Operational and Health Services Research and Training Award for AIDS and TB
(ICOHRTA-AIDS/TB). This program has as its major goal the promotion of excellent
clinical research in support of care of AIDS patients, along with the necessary oper-
ational and health services research to move new knowledge into practice as soon
as possible. The GLIDTR is augmented by FIC/NIH enlarging investments in the
Ecology and Infectious Diseases research program, a major collaboration between
FIC and the National Science Foundation. This innovative program is oriented to-
wards identifying predictive models for emergence of infectious diseases so that pre-
ventive strategies can be implemented before a new global calamity is unleashed on
the world. Finally, FIC’s Division of International Epidemiology and Populations
Studies is conducting and coordinating research involving mathematical modeling of
epidemic disease, whether due to events in nature or caused by humans, in an effort
to better identify key questions and intervention points. Working closely with
NIAID, NIGMS, and the Office of Public Health Emergency Preparedness at DHHS,
FIC is coordinating work with leading academic mathematical modeling groups in
the United States and abroad.

EXPANDING INVESTMENTS IN NON-COMMUNICABLE DISEASES

With the aging of populations worldwide, including in poor nations, along with
changing ifestyle patterns and migration into cities, there is a growing recognition
that the global burden of disease will increasingly include non-communicable dis-
eases. FIC’s current programs in this broad field address the burden of mental ill-
ness, the broad range of brain disorders across the life cycle, and the major epidemic
of tobacco use and the inevitable epidemic of chronic pulmonary, cardiovascular dis-
ease and cancer that will follow. To complement this set of critical issues, FIC in-
tends to explore ways to address the huge and growing burden of morbidity and
mortality due to trauma and injury, whether intentional or un-intentional, such as
road-traffic accidents. Areas of interest include training and research activities de-
signed to better understand the body’s systemic responses to major injury, fostering
more rapid application of this knowledge to wound healing following trauma and
burns, development of innovative low-cost and low-maintenance prosthetic devices,
integration of mental and physical rehabilitation into primary care for victims of
trauma, and to develop and test effective cost-effective interventions.

A complete description of the FIC Strategic Plan is available on the World Wide
Web at http://www.nih.fic.gov/about/plan.html.
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CONCLUSION

Today, FIC, together with the Institutes and Centers at the NIH, is exerting lead-
ership in global health research in important new ways, addressing critical global
health problems while investing in the training of United States and foreign re-
searchers who can, together, identify the solutions for tomorrow. As expressed by
John E. Fogarty before his death in 1967, “The alternative is that the United States
will reduce its leadership role in furthering humanitarian programs, and may be-
come more of a responder than a leader.”

PREPARED STATEMENT OF DR. RAYNARD KINGTON

Mr. Chairman, Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the Office of the Director (OD) for fiscal year 2004, a sum
of $317,983,000, which reflects an increase of $44,031,000 over the comparable fiscal
year 2003 appropriation. The OD provides leadership, coordination, and guidance in
the formulation of policy and procedures related to biomedical research and research
training programs. The OD also is responsible for a number of special programs and
for management of centralized support services to the operations of the entire NIH.

The OD guides and supports research by setting priorities; allocating funding
among these priorities; developing policies based on scientific opportunities and eth-
ical and legal considerations; maintaining peer review processes; providing oversight
of grant and contract award functions and of intramural research; communicating
health information to the public; facilitating the transfer of technology to the private
sector; and providing fundamental management and administrative services such as
budget and financial accounting, and personnel, property, and procurement manage-
ment, administration of equal employment practices, and plant management serv-
ices, including environmental and public safety regulations of facilities. The prin-
cipal OD offices providing these activities include the Office of Extramural Research
(OER), the Office of Intramural Research (OIR), and the Offices of: Science Policy;
Communications and Public Liaison; Legislative Policy and Analysis; Equal Oppor-
tunity; Budget; and Management. This request contains funds to support the func-
tions of these offices.

In addition, the OD also maintains several trans-NIH offices and programs to fos-
ter and encourage research on specific, important health needs; I will now discuss
the budget request for each of these trans-NIH offices in greater detail.

THE OFFICE OF AIDS RESEARCH

The Office of AIDS Research (OAR) coordinates the scientific, budgetary, legisla-
tive, and policy elements of the NIH AIDS research program. Our response to the
epidemic requires a unique and complex multi-institute, multi-disciplinary, global
research program. Perhaps no other disease so thoroughly transcends every area of
clinical medicine and basic scientific investigation, crossing the boundaries of the
NIH Institutes and Centers. This diverse research portfolio demands an unprece-
dented level of scientific coordination and management of research funds to identify
the highest priority areas of scientific opportunity, enhance collaboration, minimize
duplication, and ensure that precious research dollars are invested effectively and
efﬁgiently, allowing NIH to pursue a united research front against the global AIDS
epidemic.

Each year, OAR oversees the development of the comprehensive NIH AIDS-re-
lated research plan and budget, based on scientific consensus about the most com-
pelling scientific priorities and opportunities that will lead to better therapies and
prevention strategies for HIV disease. The Plan serves as the framework for devel-
oping the annual AIDS research budget for each Institute and Center; for deter-
mining the use of AIDS-designated dollars; and for tracking and monitoring those
expenditures. OAR identifies scientific areas that require focused attention and fa-
cilitates multi-institute activities to address those needs. OAR coordinates, monitors
and fosters plans for NIH involvement in international AIDS research and training
activities. OAR supports a number of initiatives to enhance dissemination of re-
search findings to researchers, physicians, patients and communities. The fiscal year
2004 budget request for OAR is $60,942,000.

THE OFFICE OF RESEARCH ON WOMEN’S HEALTH

The Office of Research on Women’s Health (ORWH) serves as the focal point for
women’s health research for the Office of the Director, to ensure that women are
appropriately represented in biomedical and biobehavioral research studies sup-
ported by the NIH, and to develop and support biomedical careers. The report: An
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Agenda for Research on Women’s Health for the 21st Century, provides the basis for
the ORWH to collaborate with the scientific and advocacy communities to address
scientific initiatives about women’s health and sex and gender factors in health and
disease. In fiscal year 2004, the OD budget request of $41,231,000 includes an in-
crease of $808,000 over the fiscal year 2003 enacted budget of $40,423,000 for the
ORWH to continue stimulating new research and to implement innovative career
development programs.

Research priorities for women’s health emphasize the importance of interdiscipli-
nary collaboration, especially for chronic, multi-systemic conditions; prevention and
elimination of high risk behaviors, such as overeating and physical inactivity, which
contribute to morbidity and premature mortality of women; and reproductive health,
including such gynecologic conditions as uterine fibroid tumors, and further explor-
ing issues related to the menopausal transition, such as hormone therapy. The
ORWH continues to partner with Institutes and Centers to monitor compliance with
NIH policies for the inclusion of women and minorities in clinical research, and to
ensure that analyses by sex/gender are addressed. The ORWH is witnessing exciting
expansion of new research in its specialized centers of interdisciplinary research in
women’s health and sex and gender factors. The ORWH has also expanded its
unique interdisciplinary career development program in women’s health research
that fosters the mentored development of junior faculty and assists them in bridging
advanced training for junior investigators with research independence. In addition,
the ORWH has now implemented a new Intramural Program on Research on
Women=s Health to focus on NIH intramural women=s health and sex and gender
comparison research.

THE OFFICE OF BEHAVIORAL AND SOCIAL SCIENCES RESEARCH

The NIH has a long history of funding health-related behavioral and social
sciences research, and the results of this work have contributed significantly to our
understanding, treatment, and prevention of disease. The Office of Behavioral and
Social Sciences Research (OBSSR) furthers NIH’s ability to capitalize on the sci-
entific opportunities that exist in behavioral and social sciences research by pro-
viding leadership in identifying and implementing research programs in behavioral
and social sciences that are likely to improve our understanding of the processes un-
derlying health and disease and provide directions for intervention. OBSSR works
to integrate a behavioral and social science approach across the programs of the
NIH. The fiscal year 2004 OD budget includes $26,179,000 for OBSSR, an increase
of $513,000 over the fiscal year 2003 appropriation.

Many exciting scientific developments are occurring at the intersection of behav-
ioral and social science research and biomedical research. OBSSR and several ICs
are in the process of developing new approaches to train individuals to undertake
a program of research that extends well beyond traditional disciplinary boundaries.
One such initiative is a new postdoctoral program that would provide individuals
trained in one discipline with formal course work and hands-on training in a second
field. Collaboration between social and behavioral scientists and biomedical inves-
tigators is still relatively uncommon, in part, because traditionally trained social
and behavioral researchers lack sufficient expertise in the biomedical fields and vice
versa. The initiative will provide a mechanism for training investigators to work in
interdisciplinary teams to tackle some of our most pressing health problems.

OBSSR is also developing an initiative that will encourage investigators to expand
on the current theoretical base of change processes and intervention models, to ex-
pand our understanding of how change, once achieved, is maintained over the long
term. Maintaining behavior change over the long term appears as challenging, if not
more so, than the initiation of behavior change. Past research efforts have typically
focused on short-term behavioral change. However, other research indicates that re-
lapse rates for addictive behaviors such as substance abuse and tobacco use are very
high. Additionally, while the positive association between education and health has
been well documented, there is a paucity of scientific information on the biological
mechanisms and the causal pathways that underpin this association. OBSSR in col-
laboration with other ICs issued a Request for Applications to increase extramural
research activity on this important scientific question.

THE OFFICE OF DISEASE PREVENTION

The primary mission of the Office of Disease Prevention (ODP) is to stimulate dis-
ease prevention research across the NIH and to coordinate and collaborate on re-
lated activities with other federal agencies as well as the private sector. There are
several other offices within the ODP organizational structure.
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The Office of Medical Applications of Research (OMAR) has as its mission to work
with NIH Institutes, Centers, and Offices to assess, translate and disseminate the
results of biomedical research that can be used in the delivery of important health
services to the public. The Office of Disease Prevention (ODP) has several specific
programs/offices that strive to place new emphasis on the prevention and treatment
of disease.

In fiscal year 2004, the Office of Dietary Supplements (ODS) within ODP requests
a budget of $18,778,000. It will continue to promote the scientific study of the use
of dietary supplements by supporting investigator-initiated research in conjunction
with other ICs at NIH and stimulating research through conduct of conferences and
through presentations at national and international meetings. In its continuing ef-
forts to inform the public about the benefits and risks of dietary supplements, the
ODS expanded the International Bibliographic Information on Dietary Supplements
(IBIDS) database to include a consumer-oriented search strategy. It has also dis-
seminated a database devoted to federal funding of dietary supplement research,
called CARDS, which is currently populated with data about the NIH investment
from fiscal year 1999-2001. ODS publishes Fact Sheets about vitamin and mineral
dietary supplements in collaboration with the NIH Clinical Center, as well as Fact
Sheets about botanical supplements in conjunction with the National Center for
Complementary and Alternative Medicine. ODS, in collaboration with the National
Heart Lung and Blood Institute and other NIH ICs, has sponsored a systematic re-
view of the relationship between omega-3 fatty acids and a series of clinical indica-
tions, particularly coronary heart disease. Several reports will be published in fiscal
year 2003 and fiscal year 2004 based upon this review, which will serve as the basis
for planning further NIH research on omega-3 fatty acids. To determine the future
research studies of efficacy and safety of dietary supplements containing ephedra,
ODS sponsored a systematic review of ephedra efficacy and safety, which has re-
cently been completed. ODS has initiated work on a pre-clinical study of ephedra
by the National Toxicology Program. Congressional language in the fiscal year 2002
and fiscal year 2003 appropriation reports directed ODS to enhance an ongoing col-
laboration for the development, validation, and dissemination of analytical methods
and reference materials for botanical dietary supplements. ODS works with other
partners in the public and private sectors to meet this objective. ODS supports the
National Health and Nutrition Examination Survey (NHANES), conducted by the
National Center for Health Statistics at the Centers for Disease Control and Preven-
tion, in order to provide more information about dietary supplement use in the US
population. This will inform future research about potentially important target pop-
ulations, such as children, women, and the elderly. Funding is used to create and
populate a database of dietary supplements, as well as to support the measurement
of blood levels of key metabolites associated with dietary supplement use. In fiscal
year 2003, ODS and USDA published the proceedings of a workshop that examined
the emerging needs for dietary assessment, including supplement use, in national
surveys such as NHANES. A key outcome has been to develop an analytically-based
database of dietary supplement ingredients.

Another component of ODP, the Office of Rare Diseases (ORD), develops and dis-
seminates information to patients and their families, health care providers, patient
support groups, and others and forges links among investigators with ongoing re-
search activities in this area. The ORD supports workshops and symposia to stimu-
late research on rare diseases.

To provide better and faster information, ORD, together with the National
Human Genome Research Institute (NHGRI), established the Genetic and Rare Dis-
eases Information Center to respond to requests for information about genetic and
rare disorders. The fiscal year 2004 budget request for ORD is $11,423,000.

The ORD, supports together with NIH Institutes and Centers research on rare
diseases. Approximately 25 million people in the United States are affected by an
estimated 6,000 rare diseases. A “rare disease” is defined as a condition affecting
fewer than 200,000 Americans. On November 6, 2002, the President signed the Rare
Diseases Act of 2002 (Public Law107-280). The purposes of this Act are to establish
the Office of Rare Diseases in statute at the National Institutes of Health and to
increase the national investment in the development of diagnostics and treatments
for patients with rare diseases and disorders.

THE OFFICE OF SCIENCE EDUCATION

The Office of Science Education (OSE) plans, develops, and coordinates science
education programs to strengthen and enhance efforts of the NIH to attract young
people to biomedical and behavioral science careers and to improve science literacy
in both adults and children. The office’s mission is to help people understand and
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use new knowledge uncovered by the NIH in pursuit of better health for everyone.
The OSE works toward this mission by: creating programs to improve science edu-
cation in schools (the NIH Curriculum Supplement Series); creating programs that
stimulate interest in health and medical science careers (the new LifeWorks Web
site); creating programs to advance public understanding of medical science, re-
search, and careers; promoting NIH educational resources and programs; and advis-
ing NIH leadership about science education issues. All office programs target di-
verse populations including under-served communities, women, and minorities, with
a special emphasis on the teachers of students from Kindergarten through grade 12.
The OSE works closely with NIH institutes, centers, and offices on science education
issues, and maintains the OSE Web site as a source of information about available
resources and programs. http:/science.education.nih.gov.

The NIH Curriculum Supplements series are National Science Education Stand-
ards-based lesson plans that are distributed free to K-12 teachers across the coun-
try. They incorporate the best of both science and education communities, and are
intended to update science content and allow the teacher to incorporate the latest
NIH research into classroom instructions. Life Works is a new OSE Web site created
as a source of career information for students, teachers, counselors, and parents.
The site will allow exploration of the educational requirements, knowledge, skills,
and abilities required for over 100 health and medical science careers. The fiscal
year 2004 Budget request for OSE is $3,866,000.

LOAN REPAYMENT AND SCHOLARSHIP PROGRAM

The NIH, through the Office of Loan Repayment and Scholarship (OLRS), admin-
isters the Loan Repayment and Undergraduate Scholarship Programs. The NIH
Loan Repayment Programs (LRPs) seek to recruit and retain highly qualified physi-
cians, dentists, and other health professionals with doctoral-level degrees to bio-
medical and behavioral research careers by countering the growing economic dis-
incentives to embark on such careers, using as an incentive the repayment of edu-
cational loans. There are loan repayment programs designed to attract individuals
to clinical research, pediatric research, health disparities research, and contracep-
tion and infertility research, and to attract individuals from disadvantaged back-
grounds into clinical research. The AIDS, Clinical, and General Research Loan Re-
payment Programs are designed to attract investigators and physicians to the NIH’s
intramural research and research training programs. The NIH Undergraduate
Scholarship Program (UGSP) is a scholarship program designed to support the
training of undergraduate students from disadvantaged backgrounds in biomedical
research careers and employment at the NIH. The fiscal year 2004 Budget request
for OLRS is $6,843,000.

NIH ROADMAP

The NIH Director is taking an innovative approach to accelerate fundamental dis-
covery and translation of that knowledge into effective prevention strategies and
new treatments-an effort referred to as the NIH Roadmap. The fiscal year 2004
budget request for the Office of the Director includes an increase of $35,000,000 for
strategic “roadmap” initiatives. These funds will be allocated by the NIH Director
to the Institutes and Centers to address critical roadblocks and knowledge gaps that
currently constrain rapid progress in biomedical research. Three broad initiatives
will be stimulated with these funds: (1) new pathways to discovery, which includes
a comprehensive understanding of building blocks of the body’s cells and tissues and
how complex biological systems operate, regenerative medicine, structural biology,
molecular libraries, nanotechnology, bioinformatics and computational biology, and
molecular imaging; (2) research teams of the future, including multidisciplinary re-
search and public-private sector partnerships; and (3) re-engineering the clinical re-
search enterprise. These efforts will allow the NIH to rethink the infrastructure
that is required to translate findings from the genomic era into front-line treatments
and prevention strategies that benefit people in this country and abroad..

Thank you for giving me the opportunity to present this statement; I will be
pleased to answer questions.

PREPARED STATEMENT OF DR. CLAUDE LENFANT

I am pleased to appear before this Committee once again on behalf of the National
Heart, Lung, and Blood Institute (NHLBI). We are extremely grateful for the gen-
erous budget increases of recent years that have enabled us to capitalize on extraor-
dinary research opportunities.
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PROGRESS AND CHALLENGES

A recent report in The New York Times (“Gains on Heart Disease Leave More
Survivors, and Questions”) highlighted how far we have come in the battle against
heart disease—and how far we have yet to go. The well-known good news is that
heart disease death rates have been plummeting for decades, and serious disease
manifests itself much later in life. The bad news is that an acute problem has be-
come a chronic problem that affects millions of Americans—this is “the endgame of
the cardiovascular disease epidemic” that we now confront.

CLINICAL RESEARCH AND THE NIH ROADMAP

Our vigorous research effort is rapidly uncovering new knowledge and tech-
nologies that will undoubtedly lead to treatments undreamed of even 10 or 20 years
ago. While they are being developed and tested, however, we must do our best to
ensure that rigorous science guides appropriate use of more conventional treat-
ments. Indeed, clinical research that has direct application to public health issues
is a major focus of the NIH Roadmap that is currently being drawn and refined.
The NIH investment in clinical research and, particularly, in clinical trials is abso-
lutely critical if we are to provide health-care givers and their patients with science-
based information to guide their decision-making. This is a role that the NIH is
uniquely able to fill; indeed, it is a job that would never be undertaken without sup-
port from public funds. In this light, I am very pleased to mention some findings
from recent clinical trials that have enormous practical significance for disease pre-
vention and treatment.

BLOOD PRESSURE MEDICATIONS

The benefits of treating hypertension are widely appreciated. However, the choice
of a means to achieve blood-pressure lowering has been complicated in recent years
by the arrival on the market of new drugs (e.g., calcium-channel blockers,
angiotensin-converting-enzyme inhibitors, alpha blockers) that, while expensive,
were thought to have advantages over older drugs. The ALLHAT (Antihypertensive
and Lipid-Lowering to Prevent Heart Attack Trial) compared these new drugs with
a diuretic—one of a class of blood pressure-lowering drugs that has been used for
many years and can be had for mere pennies a day. It found that the diuretic did
at least as good a job as newer agents in preventing complications of hypertension—
and a better job, according to some measures. The study was conducted in a variety
of practice settings and its participants, all aged 55 and over, included high propor-
tions of women, minorities, and persons with type 2 diabetes. Thus, the results are
widely applicable to Americans with hypertension, who number about 50 million, ac-
cording to the National Health and Nutrition Examination Survey.

POSTMENOPAUSAL HORMONE THERAPY

The merit of conducting rigorous research to challenge widely held, but unproven,
assumptions about treatment and prevention is illustrated even more starkly by re-
cent studies of hormone therapy in postmenopausal women. When the NIH Wom-
en’s Health Initiative was started more than a decade ago, belief in the manifold
benefits of estrogen—and particularly its benefits with respect to heart disease pre-
vention—was so widespread that some thought such a trial was neither feasible nor
ethical. Thus, it was major news when the trial reported last summer that a widely
used form of postmenopausal hormone therapy (estrogen plus progestin) is ineffec-
tive in reducing cardiovascular disease risk and appears, in fact, to be harmful. Esti-
mates from U.S. Census data indicate that more than 40 million American women
are postmenopausal, so the implications of this trial, in terms of both health and
costs, are potentially very great.

TREATING ATRIAL FIBRILLATION

Yet another example of a study that contradicted popular wisdom is the AFFIRM
(Atrial Fibrillation Follow-up Investigation of Rhythm Management) trial. It com-
pared a well-regarded rhythm-management approach to treating atrial fibrillation
(an abnormal heart rhythm) with a rate-control strategy. The trial found that the
purported benefits of the rhythm-management approach were nonexistent and,
moreover, that the approach carried an increased risk of adverse drug effects. These
findings are expected to alter fundamentally our method for preventing complica-
tions, most notably stroke, of this arrhythmia, which affects an estimated 2.3 mil-
lion people in this country, according to data from the American Heart Association.
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PREVENTING RECURRENT BLOOD CLOTS

Finally, the PREVENT (Prevention of Recurrent Venous Thromboembolism) trial
was recently halted ahead of schedule because of persuasive intermediate results.
It found that long-term use of low-dose warfarin (a blood thinner) to prevent the
recurrence of two blood-clotting disorders, deep vein thrombosis and pulmonary em-
bolism, provided major benefits without significant side effects. As was the case with
the ALLHAT study, this trial addressed a research question that would never have
been pursued by industry, and identified an important use for an old, very inexpen-
sive therapeutic agent.

NEW RESEARCH TO ADDRESS CRITICAL PUBLIC HEALTH ISSUES

Two of the most pressing public health priorities of today are obesity and diabe-
tes, conditions that have become epidemic in modern America. Both are the object
of NIH-wide multifaceted efforts; they are, moreover, the special focus of concerted
NHLBI attention because their victims are inordinately susceptible to cardio-
vascular disease complications. The NHLBI is undertaking new programs in both
areas, with the ultimate goal of reducing the toll of such complications.

OBESITY

Innovative worksite interventions for preventing and controlling obesity in adults
will be designed and tested. Although traditional obesity-control strategies have fo-
cused on the individual, the workplace constitutes a promising location for making
positive, long-lasting behavioral and environmental changes that may affect a broad
range of adults. It is envisioned that researchers will consider a variety of ap-
proaches to make healthful foods available, affordable, and desirable; promote phys-
ical activity; and establish support systems that enable achievement and long-term
maintenance of appropriate weight.

A comprehensive research initiative on asthma and obesity will also be under-
taken. Studies have found that body mass index is strongly and independently asso-
ciated with risk of adult-onset asthma, and that excessive weight gain in elementary
school greatly increases risk of developing asthma among young girls. Overweight
also appears to contribute to asthma exacerbations and diminished pulmonary func-
tion. Experts from a variety of relevant disciplines believe that research conducted
collaboratively by scientists with expertise in asthma and in body weight issues may
yield important clues about hormonal, genetic, and mechanical factors that influence
the relationship between these conditions. Stimulation of such collaboration is the
goal of this new program.

DIABETES

A major new clinical trial will test approaches to lowering risk of cardiovascular
disease in adults with type 2 diabetes. The ACCORD (Action to Control Cardio-
vascular Risk in Diabetes) study will evaluate the effects of intense blood sugar con-
trol along with very aggressive control of blood pressure and lipids. Type 2 diabetes
presents an enormous public health challenge; its many victims are highly suscep-
tible to developing such serious consequences as heart attack, stroke, and limb am-
putation due to impaired circulation and an estimated 70 percent of them ultimately
die of cardiovascular disease. More than 15 million Americans have diagnosed type
2 diabetes, and the number is expected to climb to 27 million by 2050; thus, if this
new program uncovers a better treatment approach, its impact will be significant.

The Institute is also working to develop a program to study the causes, preven-
tion, and treatment of cardiovascular disease in the generally younger population
of patients with type 1 diabetes. Such patients who have advanced microvascular
complications suffer cardiovascular disease rates 10-20 times those of the general
population, and there is an urgent need to identify effective approaches to prevent
or postpone this complication. Undoubtedly, some common factors contribute to the
risk of cardiovascular disease in both type 1 and type 2 diabetic patients, but the
differences in pathophysiology between the two diseases suggest there may also be
different factors. It is hoped that a closer look at existing data regarding such fac-
tors will form the basis for development of innovative preventive interventions.

SPARK II CONFERENCE

Although this testimony has focused attention on programs and activities of im-
mediate and obvious clinical relevance, I want to assure the Committee that the In-
stitute is moving forward briskly on all fronts. This past October, we began revis-
iting a process (called SPARK, a reference to the expectation that it would ignite
a new world of ideas) which had been first undertaken in 1998 to assist us in deter-
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mining the best use of the funds that came our way as part of the doubling of the
NIH budget. First, a working group of select scientists was assembled to assist in
identifying important opportunities that the Institute should address over the next
3 to 5 years. Subsequently, a conference was held to obtain the views of representa-
tives of three major professional societies associated with the mission of the NHLBI
(i.e., the American Heart Association, the American Thoracic Society, and the Amer-
ican Society of Hematology). A research schema was developed that focused on five
areas of opportunity: regenerative biology and replacement therapy, development
and embryogenesis, immunology and inflammation, health promotion and disease
prevention, and public health applications of genomics and proteomics. I expect that
we will have much good news to report to the Committee in the upcoming years
as the recommendations of SPARK II are implemented.

BUDGET STATEMENT

The fiscal year fiscal year 2004 budget includes $2,868 million, an increase of $76
million over the fiscal year 2003 enacted level of $2,792 million comparable for
transfers proposed in the President’s request.

I would be pleased to answer any questions that the Committee may have.

PREPARED STATEMENT OF DR. TING-KAI L1

I am pleased to present the President’s budget request for the National Institute
on Alcohol Abuse and Alcoholism (NIAAA) for fiscal year 2004. The fiscal year 2004
budget includes $430 million, an increase of $14 million over the fiscal year 2003
enacted level of $416 million comparable for transfers proposed in the President’s
request. Alcohol is the third leading preventable risk factor for premature death in
developed countries, according to the 2002 World Health Organization report. In the
United States, alcohol misuse costs society about $185 billion each year.!

The reason alcohol takes such a heavy toll is that its potential to cause harm ex-
tends beyond alcoholism and behaviors that lead to fatal injuries, major problems
in themselves. Alcohol is not only a psychoactive substance, but also a toxin that
can damage any tissue or organ in the body, unlike illegal drugs. Alcohol’s toxic ac-
tions cause or contribute to certain cancers, liver and pancreatic disease, brain dam-
age, and disturbances of the immune and endocrine systems, among other condi-
tions. But alcohol also presents a paradox. While heavy drinking substantially
raises the risk of heart disease and stroke, studies suggest that moderate drinking
appears to reduce them. Thus a major contributor to disease appears to have the
potential to improve certain aspects of health.

VARIATION HOLDS THE ANSWER

The explanation for the paradox lies not only in degree of drinking in terms of
the quantity and the frequency of drinking, but also in differences in our biological
make-up. When we can answer the question of why alcohol is harmful in some cir-
cumstances, but appears to be beneficial in others, we’ll also be likely to find an-
swers to other questions fundamental to our research: Why do only some of the peo-
ple who drink, but not others, develop alcoholism or tissue damage? Why does the
same medication result in sustained recovery from alcoholism in some people, but
fail completely in others?

The answers lie largely in variations in our genes and the hundreds of bio-
chemical activities they influence in our cells and, ultimately, our organs and behav-
iors. Different individuals and different ethnic populations can have different gene
variants to yield a four-fold difference in their metabolic and behavioral responses
to alcohol.

Much of our research is aimed at identifying and understanding: (1) the genes
that influence how our organs and behaviors respond to alcohol, (2) the association
of specific variants of these genes with specific alcohol-related outcomes, such as tis-
sue damage or alcoholism; (3) patterns of variation in gene activity, protein activity,
and metabolic activity with specific alcohol-related outcomes, and (4) how environ-
mental factors interact with these biological factors to increase or decrease risk of
alcoholism and alcohol-related problems.

1National Institute on Drug Abuse and the National Institute on Alcohol Abuse and Alco-
holism. The Economic Costs of Alcohol and Drug Abuse in the United States, 1992. Analysis by
the Lewin Group, Harwood, H.; Fountain, D.; and Livermore, G. Bethesda, MD: DHHS, NIH,
NIH Publication No. 98-4327 (September 1998).
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Findings from this research form the basis on which we develop and test pharma-
cological and behavioral strategies for prevention and treatment. Through studies
in humans as well as animals, a high-risk, high-technology project currently under-
way is developing a biosensor that will help us understand vulnerability to alco-
holism and organ pathology. This unobtrusive sensor will enable us to continuously
measure and integrate over time levels of alcohol and, simultaneously, measure
products resulting from alcohol metabolism in a number of bodily processes.

One approach is an external skin sensor that periodically and imperceptibly in-
serts a probe smaller than a human hair into an individual subject’s tissue or the
fluid around it.

Another is to implant a microchip sensor subcutaneously. The continuous data it
generates will provide valuable information about metabolic patterns of vulner-
ability. Clinically, alcohol levels also will reveal whether patients are complying
Wfifth treatment regimens, providing clues about which treatment strategies are most
effective.

CLINICAL IMPLICATIONS

Data from our basic research will enable us to do several crucial things. We will
be able to provide clinicians with reliable biomarkers—laboratory tests—that will
tell them which of their patients are biologically and/or genetically at risk of becom-
ing alcoholic or of developing alcohol-induced tissue injury. Clinicians also will have
the potential to predict which patients are biologically and/or genetically pre-
disposed to respond to a specific medication for treatment of alcoholism, and which
patients will respond to another.

At the same time, this research is helping us to identify molecular targets for new
medications to treat both alcoholism and alcohol-induced organ damage, a pressing
need in the clinical setting. As we follow the pathways from genes to physical and
behavioral outcomes, we're asking where, within the many biochemical reactions
that occur along the way, we can find the best molecular points at which to aim
pharmaceuticals that block alcohol’s actions. We also are asking if these points for
intervention vary depending on variations in a person’s constellation of genes, neces-
sitating different medications or molecular targets for subtypes of the disorders.

One such point for intervention is about to be tested in human clinical trials. Our
scientists used several approaches to test a hypothesis that blocking a specific recep-
tor on brain cells—the CB1 receptor, a docking site for the brain’s own version of
marijuana-like substances called endocannabinoids—reduces desire for alcohol. In
each approach, the CB1-receptor blocker (Rimonabant) reduced drinking. Pending
results of the clinical trials, Rimonabant could become an important addition to our
currently limited arsenal of effective treatments for alcoholism. We have identified
another 16 compounds that are potential candidates for further development.

Our research also can help us isolate the biological mechanisms that underlie al-
cohol’s apparent beneficial effects. Since we don’t yet have clinically useful biomark-
ers that tell us who can benefit from moderate alcohol use and who is at risk of
alcohol-related problems, and because alcohol carries with it so many well-docu-
mented risks, a recommendation to drink moderately for those who do not drink
would be irresponsible at this point. If we can isolate the mechanisms that underlie
whatever benefits alcohol might have, we have a chance of designing pharma-
ceuticals that mimic the actions of these mechanisms, but don’t have alcohol’s many
deleterious effects.

BRAIN RESEARCH

Alcohol exerts its principal actions in the brain. It is here that heavy alcohol use
results in brain-cell adaptations that lead to alcohol addiction. We're approaching
this crucial area of brain research with our Integrative Neuroscience Initiative on
Alcoholism (INTA). This initiative is extending beyond traditional models of collabo-
ration to capture the potential of input from the many fields that necessarily con-
tribute to alcohol research, including genetics, imaging, molecular biology, and be-
havior—each of which may use different methods and attach different significance
to findings.

At the scientific level, INIA has provided its investigators with technologies and
standardized animal models which ensure that the significance of findings from
each field are placed in the context of alcohol research. INIA collaborations are oc-
curring not only across fields of research, but also across universities and organiza-
tions, nationally and internationally.

More than that, INIA has created an operational structure that enables us to pur-
sue the most productive research, relatively unencumbered by inflexible funding
mechanisms. INIA’s funding strategy allows us to pursue productive investigations
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as they emerge, to continue them, and to discontinue those that prove to be less
promising or have reached their potential. In short, INIA has removed roadblocks
to progress. This is enabling us to identify the structure and function of neural cir-
cuits, networks of brain cells that work in concert as intermediaries of alcohol’s be-
havioral outcomes.

Molecular imaging techniques are permitting INIA investigators to link alcohol-
induced molecular responses with behaviors, in real time. Through computational
biology, INIA researchers are creating models that predict how different brain struc-
tures and functions will respond to alcohol under different scenarios. This kind of
research can help us determine optimal points for therapeutic intervention. A recent
expansion of INIA will enable us to conduct translational research, to test whether
neurobiological changes that occur in our animal models of alcohol-related behavior
also occur in humans.

UNDER-AGE DRINKING

Drinking by children and adolescents is a concern reflected not only in our re-
search, but also in parents and the media. Young brains are still forming nerve-cell
connections, and they appear to be more sensitive to the deleterious effects of alco-
hol. Researchers are investigating how alcohol affects this and other processes in
the developing brain, and for how long. Early indications are that adolescents who
have gone through alcohol addiction and withdrawal risk long-term deficits in learn-
ing ability and memory. Research also shows that people who begin drinking at
young ages are much more likely than those who begin later to become alcoholic
at a later point in life.

Children and adolescents also are still developing decision-making capabilities, so
important in formulating responses to environmental influences, such as peer pres-
sure, that are powerful contributors to their choices about drinking. Almost 30 per-
cent of 9th—12th graders surveyed report that they have had five drinks in a row
at least once in the previous month.2

An important question in alcohol research is how different drinking patterns af-
fect risk of developing alcohol-related problems. Heavy, episodic drinking (some-
times referred to as “binge drinking”) appears to be popular among some youth—
notably college students, as newspaper headlines frequently attest. A study widely
publicized in the media last year estimated that 1,400 college students die each year
from alcohol-related causes and that 500,000 are injured.3

In addition to our investigator-initiated research in this area, we have formed the
Task Force on College Drinking, a collaboration between college presidents and sci-
entists. The Task Force has released recommendations on prevention strategies, lit-
erature for various audiences, and a website, and has organized regional workshops.
The Institute recently issued a research announcement calling for scientists with ex-
pertise in underage drinking to form rapid-response partnerships with colleges that
request help. Episodic heavy drinking of alcohol has been ritualized and is an ac-
cepted part of life at certain celebratory events in our society, not only among youth,
but also among adults. Among the questions we’re asking are: How does this kind
of drinking practice become ritualized in our society in spite of its deleterious con-
sequences? How can we change the culture that leads to it?

Meanwhile, our initiative on the biological mechanisms of adolescent alcohol
abuse is using imaging techniques that correlate brain structure with function and
behaviors, in addition to other techniques, to reveal how alcohol affects specific
brain areas, in human and nonhuman primate and rodent animal model studies.
We're also asking how developmental and environmental factors and the interplay
between genes and environment affect youths’ choices to drink and their physical
and behavioral responses to alcohol.

PREVENTION AND RISK REDUCTION

Alcohol prevention research is aimed at reducing the causes and consequences of
alcohol abuse and alcoholism. For example, whether the relationship between early
onset of drinking and subsequent alcoholism is one of cause and effect or the result
of factors that predispose people to both those behaviors, and others, is unclear. Our
investigators are studying this issue, and their findings will help us understand why
people become alcoholic. Meanwhile, preventing youth from drinking and reducing

2 Centers for Disease Control and Prevention, Youth Risk Behavior Survey. http://www.cdc.gov/
ncedphp/dash/yrbs/2001/youthOlonline.htm

3Hingson, R.W.; Heeren, T.; Zakocs, R.C.; Kopstein, A.; Wechsler, H. Magnitude of alcohol-
related mortality and morbidity among U.S. college students ages 18-24. Journal of Studies on
Alcohol, 63(2):136-144, 2002. (164269)
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the harm it causes are essential, not only because early onset drinking predicts sub-
sequent alcoholism, but also because of the immediate harm that alcohol misuse can
cause injury, violence, early introduction into the criminal justice system, legal re-
percussions, derailed scholastic careers, and death, to name a few.

We are conducting studies that develop and test strategies to prevent drinking by
youth of different ages and backgrounds. Particularly important among these are
longitudinal studies that can tell us whether strategies that show promise among
a given subgroup of youth, such as rural adolescents, are successful or can be adapt-
ed for others, such as urban youth. These studies examine the impact of a number
of factors, such as school programs, parental and family influence, peer influence,
alcohol advertisements, and community policies and practices.

Prevention research at NIAAA also focuses on the general population and seg-
ments with unique needs. Among them are pregnant women (and their unborn chil-
dren, who are at risk of fetal alcohol syndrome) and the elderly, who may be prone
to depression and dangerous interactions between alcohol and prescription drugs.
One of our initiatives is determining if community-based approaches successful in
preventing alcohol-use disorders in the short-term can result in long-term preven-
tion at different life stages.

OUTREACH

Public and private partnerships are helping us send our prevention messages to
the community. The Leadership to Keep Children Alcohol-Free, a prevention cam-
paign in which the Robert Wood Johnson Foundation has joined us, has recruited
33 governors’ spouses to act as spokespersons.

Other partners in our efforts to prevent under-age drinking include the National
Highway Traffic Safety Administration, the Department of Justice, the Department
of Education, and the Substance Abuse and Mental Health Services Administration.
Our outreach efforts also target clinicians, including physician groups such as the
National Hispanic Medical Association, and the National Medical Association, that
serve special populations. A science-to-service program provides clinicians with in-
formation about current research, and links them with scientists who advise them
on specific areas of practice, at the clinician’s request. We work with States to en-
gage their treatment providers and administrators. After exchanging information
about our current research findings and the practitioners’ obstacles to providing
treatment, we place experts in temporary residencies in treatment programs that
have identified specific areas of need. Medical schools generally aren’t thorough in
their coverage of alcohol-related problems, and we have produced a physician’s guide
to help fill the gap. Through these efforts, we promote the practical application of
our research where it’s most needed.

PREPARED STATEMENT OF DR. DONALD A. B. LINDBERG

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Library of Medicine (NLM) for fiscal year
2004, a sum of $316,040,000, which reflects an increase of $9,334,000 over the fiscal
year 2003 enacted level of $306,706,000 comparable for transfers proposed in the
President’s request.

For more than 150 years one institution has been the nation’s primary source of
published medical information—your National Library of Medicine (NLM). Origi-
nally part of the Army, the Library became a civilian organization in the 1950s and
a part of the NIH in the 1960s. Innovation in disseminating medical information
has been a hallmark of the Library since the 19th century, including the first suc-
cessful application of computers (40 years ago) to a large-scale bibliographic system.
Today NLM not only maintains the world’s largest collection of biomedical books
and journals, but it has become, via the Web, a ubiquitous source of authoritative
information for scientists, health professionals, and consumers around the world.
Some half a billion searches of the various NLM databases are done each year.

The NLM in the 21st century is distinguished especially by two features unknown
to it just two decades ago: the institution has become the leading source of human
genome information and at the same time an important source of nontechnical
health information for the public. The proximate source of the information that
makes both these features possible is the National Institutes of Health. The NLM,
through the Web operations of its National Center for Biotechnology Information,
receives more than a quarter million visitors a day seeking molecular biology infor-
mation ranging from DNA sequences and protein structures to the related research
literature. On the other hand, the extensive health information issued by the var-
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ious NIH institutes and centers forms the backbone of the MEDLINEplus informa-
tion service offered to the general public.

An unusual aspect of the NLM’s contemporary role that there is a direct connec-
tion between the Library’s research and information programs and the defense
against bioterrorism and medical and public health preparedness for disaster man-
agement and terrorist attack. To cite a few examples: genomics research databases
for targeted development of drugs, vaccines, and other forms of treatment for such
diseases as smallpox, anthrax, plague, Ebola, and cholera; informatics R & D related
to terrorism and disaster management; training for health professionals in the use
of pertinent information resources; developing experimental information resources
targeted at first responders; and improving the information infrastructure so that
vital data can be shared during a crisis. As to post—9/11 information services, NLM
quickly placed pages on its Web site about post-traumatic stress disorder, biological
and chemical warfare agents, anthrax, and other information related to bioter-
rorism.

TOOLS FOR SCIENTISTS AND HEALTH PROFESSIONALS

In its role as the world’s largest medical library, the National Library of Medicine
continues to provide access to the enormous literature of the health sciences, includ-
ing even priceless historical treasures dating to the 11th century. Most medical re-
searchers and health professionals have, directly or indirectly, availed themselves
of the Library’s services some time in their career; there are those who access
MEDLINE/PubMed (to take one popular example) almost daily. Another heavily
used information resource is GenBank (with DNA sequence data).

MEDLINE is a database of 12 million references and abstracts to the world’s med-
ical literature published since the 1960s; PubMed is the Web-based retrieval system
that makes this wealth of information freely and easily searchable to health profes-
sionals and others. MEDLINE/PubMed is an evolving system. The database expands
at the rate of about half a million records a year. Several years ago NLM introduced
links between MEDLINE references and publisher websites so users could retrieve
the full text of articles. Today, more than 3,000 of the 4,600 publications indexed
for MEDLINE have such links. Another element in the evolution of MEDLINE is
converting information from the 1950s, MEDLINE form, so that valuable research
data, on smallpox and tuberculosis to take just two pertinent examples, will be
available to today’s scientists. A recent improvement is a text version of PubMed
for users who require special adaptive equipment to access the web. This has had
the additional benefit of making the system much more friendly for those using
hand-held devices.

GenBank, on the other hand, is accessed primarily by scientists—some 50,000 of
them each day. It is a collection of all publicly available DNA sequences and is thus
a key element in ensuring that the flood of data resulting from research around the
world, including the Human Genome Project here at home, is available for further
research and for further analysis and for gene discovery. GenBank is maintained
by NLM’s National Center for Biotechnology Information (NCBI) and now contains
more than 15 million sequences and 29 billion base pairs from over 130,000 species.
These are limited to chromosome maps, gene protein products, and other relevant
genetic information for human and many smaller species.

An increasingly popular NCBI service for the scientist and health professional is
PubMedCentral. This is a digital archive of life sciences journal literature under
which publishers electronically submit peer-reviewed research articles, essays, and
editorials to be included. NLM undertakes to guarantee free access to the material;
copyright remains with the publisher or the author. Creating “digital archives” is
an important NLM responsibility in this electronic age.

Electronic health data standards are also part of the information infrastructure
of the 21st century. Such standards are needed for safe and effective health care,
efficient clinical and health services research, and timely public health and bioter-
rorism surveillance. NLM plays an important role in HHS initiatives to promote
standardization of electronic patient data by supporting the maintenance, distribu-
tion, and linking of key clinical terminologies within the Unified Medical Language
System (UMLS) Metathesaurus. As a result, these clinical terminologies are avail-
able for use throughout the United States in clinical research databases, patient
care, and public health surveillance. NLM is providing funding for the development,
enhancement, and distribution of several clinically specific vocabularies. The UMLS
Metathesaurus provides a common distribution vehicle for such vocabularies and a
mechanism for linking them to HIPAA-mandated administrative code sets, basic re-
search vocabularies, and thesauri designed to index the scientific literature. In addi-
tion, pilot projects for testing the use of the vocabulary in different settings will be
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critical for maximizing the benefit of electronic health data standards for improving
patient safety, reducing costs, and enhancing effective information exchange to com-
bat bioterrorism.

INFORMATION SERVICES FOR THE PUBLIC

Since 1998, NLM has expanded its mission beyond serving health professionals
and researchers to encompass providing high quality electronic health information
services for the public. To serve this audience, the Library developed a new informa-
tion resource, MEDLINEplus, a Web-based service that provides integrated access
to the high quality consumer health information produced by NIH and HHS compo-
nents and other reputable organizations. About 1.8 million unique visitors obtained
health information from MEDLINEplus in January 2003. The main features of
MEDLINEDplus: 600 “health topics,” from Abdominal Pain to Yeast Infections, con-
sumer-friendly information about thousands of prescription and over-the counter
drugs, an illustrated medical encyclopedia and medical dictionaries, directories of
hospitals and health professionals, a daily health news feed from the major print
media, 150 interactive and simply presented tutorials (with audio and video) about
diseases and medical procedures, and connections from the health topics to current
clinical trials.

Like MEDLINE, MEDLINEplus is a constantly evolving system. Links are
checked daily and new health topics added weekly. A completely Spanish-language
version of MEDLINEplus was introduced in 2002 and is receiving heavy use. Early
in 2003 a prototype “MEDLINEplus Go Local” system was introduced in North
Carolina, a joint effort of the University of North Carolina and the NLM. This sys-
tem allows MEDLINEplus users access to “NC Health Info,” which contains links
to local, county, and state health services in North Carolina and, conversely, users
of NC Health Info can link into the detailed, authoritative health information about
particular diseases and conditions in MEDLINEplus.

The NLM casts a wide net in creating and promoting MEDLINEplus, working
closely with the Public Library Association and other organizations not associated
with NLM’s mission, as well as with the 4,700 member institutions of the National
Network of Libraries of Medicine. Network librarians not only assist in identifying
and evaluating information to be included in MEDLINEplus, but are of tremendous
help in demonstrating MEDLINEplus locally and publicizing it.

Another major consumer information resource, ClinicalTrials.gov, was developed
by the NLM on behalf of the entire NIH in response to a mandate from Congress.
The database provides patients and families access to information about clinical
trials and opportunities to participate in the evaluation of new treatments. The site
was launched in February 2000 and currently contains approximately 7,200 clinical
studies sponsored by NIH, other Federal agencies, and the pharmaceutical industry.

NLM RESEARCH AND DEVELOPMENT PROGRAMS

The Library is at the cutting edge of research and development in medical
informatics—the intersection of computer technology and the health sciences. NLM
has a program of grants and contracts to university-based researchers and also a
cadre of in-house scientists in the Lister Hill National Center for Biomedical Com-
munications and the National Center for Biotechnology Information. The Lister Hill
Center sponsors many exciting communications research projects, such as those in
telemedicine and the Visible Human Project. The NLM-supported “A Clinic in Every
Home” is an especially promising telemedicine project for medically underserved
rural Iowa residents to provide them with access to high quality health care. The
expectation is that this system will both raise the quality of health care and lower
costs. Another Lister Hill Center program is the initiative to fund projects that dem-
onstrate the medical community’s technical needs in using high-speed communica-
tions networks for critical healthcare applications, including computing in support
of disaster management.

The Visible Human Project comprises two enormous data sets, male and female,
of anatomical MRI, CT, and photographic cryosection images. These data sets, li-
censed to more than 1,700 individuals and institutions in 43 countries, are being
used in a wide range of educational, diagnostic, treatment planning, virtual reality,
artistic, mathematical, and industrial applications. Projects run the gamut from
teaching anatomy to practicing endoscopic procedures to rehearsing surgery. NLM’s
AnatLine is a web-based image delivery system that provides retrieval access (even
from a home computer) to large anatomical image files of various parts of the Visi-
ble Human male thoracic region, such as the heart and stomach, including 3D im-
ages.



179

The other major NLM component involved in R & D is the National Center for
Biotechnology Information, noted above as the source of the GenBank database of
DNA sequence information. NCBI is more than just assembler of genomic data,
however. NCBI investigators have developed sophisticated computational tools such
as the BLAST suite of programs that makes it dramatically easier for researchers
to scan huge sequence databases for similarities, and to evaluate the resulting
matches. Another NCBI product, Entrez, is an integrated database that allows users
to easily and quickly search enormous amounts of sequence and literature informa-
tion. The newest tool is the “Reference Sequence Collection” that is serving as a
foundation for genomic research by providing a centralized, integrated, non-redun-
dant set of sequences, including genomic DNA, transcript (RNA), and proteome (pro-
tein product) sequences, integrated with other vital information for all major re-
search organisms. As genomic sequence data continues to accumulate and be made
available in ingenious ways through the web, we can expect discoveries that promise
future medical breakthroughs.

NLM extramural programs have an important role in supporting R & D in bio-
communications. One timely example is the early warning public health surveillance
system developed at the University of Pittsburgh and recently demonstrated to the
President. NLM’s grant program also is a key supporter of NIH’s “Biomedical Infor-
mation Science and Technology Initiative.” The Library has expanded its support
from 12 to 18 training programs at universities across the nation to train experts
to carry out research in general informatics and in bioinformatics. The NLM has
recently augmented each of the training programs with a “BISTI supplement” and
has also funded two planning grants that will eventually lead to the development
of what are called National Programs of Excellence in Biomedical Computing.

SERVING SPECIAL COMMUNITIES

The NLM has been working with the National Institute on Aging to create
NIHSeniorHealth.gov. Accessible from MEDLINEplus, the new site contains infor-
mation in a format that is especially usable by senior citizens. At present
NIHSeniorHealth.gov contains information on topics like Alzheimer’s and exercise
for older adults, but it will soon be expanded to include more topics of special inter-
est to seniors as other NIH institutes contribute to it. NLM is working on adapting
special software that would allow the visually impaired to exercise control and hear
Web pages read to them. This would also be a boon to some senior citizens.

The National Network of Libraries of Medicine, noted above in connection with
MEDLINEDplus, places a special emphasis on outreach to underserved populations
in an effort to reduce health disparities. For example, there are programs to assist
in remedying the disparity in health opportunities experienced by such segments of
the American population as African Americans, Latinos, Native Americans, senior
citizens, and rural populations. One of the NN/LM outreach efforts involves a tele-
medicine “connections” program for Native Americans in the Pacific Northwest con-
ducted through the Regional Medical Library at the University of Washington.

Another highly successful NLM outreach program has been strengthening Histori-
cally Black Colleges and Universities so that they can train people to use informa-
tion resources in dealing with environmental and chemical hazards. Under this pro-
gram, faculty and students in more than 80 minority institutions have received such
training. Through these schools, NLM is working to promote high-quality Internet
connectivity and using technology for research and education.

There are other NLM programs targeting groups of citizens with special health
information needs. In the past several years, the Library has made more than 50
awards to continue its HIV/AIDS-related outreach efforts to community-based orga-
nizations, patient advocacy groups, faith-based organizations, departments of
health, and libraries. This program supports local programs to improve information
access for AIDS patients, the affected community, and caregivers. Emphasis is on
providing information in a way meaningful to the target community, and may in-
clude training in information retrieval, sending interlibrary loans, and providing
Internet access.

NLM’s efforts to reach special populations in need are not limited to the United
States. An international partnership in which the NLM is a key player is the Multi-
lateral Initiative on Malaria. NLM’s mandate as leader of the Communications
Working Group has been to leverage partnerships (at 13 installations) to create a
malaria research network in Africa, enabling scientists there to have full access to
the Internet and the Web as well as access to medical literature. The aim is to allow
researchers, any time of the day or night, to have instantaneous Internet access that
will enable them to send and receive e-mails, search for literature, interrogate data-
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bases, share files and images with colleagues, and generally move to a new and
more efficient way of doing collaborative research.

FUTURE PROSPECTS

NLM is responsible for acquiring, indexing, cataloging, and preserving the world’s
biomedical literature—in all languages and media—and for providing reference and
research assistance and document delivery from this comprehensive collection. NLM
also collects, processes and distributes genome sequence data through NCBI. Both
of these core areas are experiencing unprecedented growth. The cost of purchasing
the biomedical literature typically increases about 10 percent per year, irrespective
of general inflation, and the move to electronic publishing has not diminished this
rate of increase. NLM uses advanced technology to improve the efficiency of its basic
operations, and contractors currently perform the majority of activities required to
provide NLM’s basic services.

PREPARED STATEMENT OF DR. KENNETH OLDEN

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget for the National Institute of Environmental Health Sciences (NIEHS).
The fiscal year 2004 budget includes $630,774,00, an increase of $17,358,000 over
the fiscal year 2003 enacted level of $613,416,000 comparable for transfers proposed
in the President’s request.

INTRODUCTION

Voluminous literature derived from epidemiological studies as well as human and
animal experiments has shown that environmental factors play an important role
in human health and disease. That is, most complex diseases arise from the inter-
play between genetics, environment and behavior. However, understanding of these
interactions has remained grossly descriptive and the molecular mechanisms elu-
sive. But, thanks to the rare confluence of technology breakthroughs in genomics
and proteomics and the rethinking and redirection of the environmental health
sciences over the past decade, the link between the environment and human health
and disease can now be investigated with more rigor and specificity. For example,
the sequencing of the human genome and the development of high throughput tech-
nologies to monitor the expression of genes and proteins in response to specific envi-
ronmental exposures has created an unparalleled opportunity to study gene-environ-
ment interactions.

NEW INITIATIVES

Breast Cancer and Environment Research Centers.—There is surprisingly little in-
formation on the development of the normal breast. The lack of knowledge about
the biological and molecular mechanisms involved in normal breast development
hinders our ability to identify environmental triggers of breast cancer. How can we
identify early adverse changes in breast tissue if it is not known how the tissue nor-
mally develops? To fill this research gap, NIEHS is funding a consortium centers
program that will provide new information on the normal growth and development
of the breast and reproductive systems, evaluate the impact of environmental expo-
sures on the breast, and explore potential times of increased sensitivity and vulner-
ability of breast tissue to environmental effects. These centers represent a collabo-
rative effort with the National Cancer Institute.

NIEHS is also continuing the effort to establish a cohort of unaffected sisters of
breast cancer cases to clarify the gene-environment interactions in this disease. This
cohort can be used to examine breast cancer risk in relation to factors such as en-
dogenous hormones, growth factors and environmental contaminants, and to study
these factors jointly with genes to elucidate genetic modifiers of response.

Toxicogenomics.—NIEHS developed the National Center for Toxicogenomics
(NCT) to coordinate a nationwide research effort for the development of a
toxicogenomics knowledge base. Toxicogenomics is a new discipline that studies how
genes respond to environmental stressors or toxicants. It combines genetics
(genomic-scale mRNA expression), proteomics (cell and tissue-wide protein expres-
sion), metabonomics (metabolite production) and bioinformatics with conventional
toxicology to investigate the role of gene-environment interactions in health and dis-
ease. New molecular technologies, such as DNA microarray analysis and protein
chips, can be used to measure the expression of thousands of genes and proteins,
providing the potential to accelerate discovery of toxicant pathways and specific
chemical and drug targets.
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When a person is exposed to a chemical, cells in the body may respond by switch-
ing on some genes and switching off others. The on/off pattern of various genes is
different for different chemicals, creating a characteristic pattern or “signature,”
which scientists hope will be useful in classifying chemicals and other stressors by
their biological activity. This signature pattern would provide a means of predicting
effects on human health from chemicals we currently know little about.
Toxicogenomics seeks to use these signature gene expression patterns to go beyond
the traditional toxicological tools of testing animals for adverse outcomes that might
indicate toxicity.

One aim of the NCT is to create a Chemical Effects in Biological Systems (CEBS)
Database. The CEBS database will contain data on global gene expression, protein
expression, metabolite profiles, and associated chemical/stressor-induced effects in
multiple species. With such information, it will be possible to derive functional path-
ways and network information based on cross-species homology. Once sufficient high
quality data have been accumulated and assimilated, it will become possible to pre-
dict the toxicity of an unknown chemical by comparing its gene and/or protein ex-
pression profile to compendia of expression profiles in the database. As the field of
toxicogenomics evolves, toxicogenomics databases will begin to support predictive
toxicology and hazard assessment. This will help scientists predict the toxicologic
impact of suspected toxicants and calculate how much of a hazard these toxicants
actually represent to human and environmental health.

The pharmaceutical industry is making huge investments in this technology be-
cause of their interest in finding ways to speed up the process of toxicological as-
sessment of new research and development products. Identifying molecular events
that serve as precursors of adverse health outcomes early in the development proc-
ess would eliminate much of the expense (estimated in the billions of dollars annu-
ally) associated with the development of new pharmaceutical products.

Susceptibility to Environmental Exposures.—Although reference is made to the
human genome, the concept of a single genome is misleading. Each individual’s ge-
netic makeup, with the exception of identical twins, is unique. While the genomes
of individuals are 99.9 percent identical, the 0.1 percent variation leaves consider-
able room for individual differences among the approximately three billion nucleo-
tide base pairs that make up the human genome. However, it should be emphasized
that genes are not the only factors that contribute to differences in susceptibility
to environmental exposures; age or stage of development, behavior, and general
health or nutritional status can have a spectacular influence. Both the genetic and
age/stasge of development-related aspects of susceptibility are being addressed by
NIEHS.

Differences in susceptibility to environmental exposures had received little atten-
tion until NIEHS launched the Environmental Genome Project (EGP) and the Chil-
dren’s Environmental Health Research and Prevention Centers in 1998. There is
now considerable evidence that hundreds of genes exist in the human genome that
make some individuals more or less susceptible to the effects of pollutants or other
environmental chemicals, contributing to everything from cancer to birth defects
and Parkinson’s Disease. The key objective of the EGP is to discover the alleles or
genetic variants (called polymorphisms) that confer susceptibility or resistance.

The Children’s Environmental Health Research and Prevention Centers were de-
veloped, in collaboration with the EPA, to explore the relationship between the tim-
ing of exposure, the stage of development and susceptibility. Because of the rapid
rate of growth and development of major organ systems (e.g., the lung, brain, and
heart), children are thought to be particularly vulnerable to environmental toxi-
cants. They can be more vulnerable than adults to adverse health outcomes, and
the consequences of these adverse effects are sustained throughout life, making the
reduction of childhood exposures a critical component of environmental public policy.

We are also exploring the possibility of susceptibility studies in seniors. For a va-
riety of reasons, older Americans are also more susceptible to environmental stress
(e.g., the combination of poor air quality and extreme heat during the summer
months). This important public health issue has received almost no attention, but
dialogue is ongoing with the EPA and the National Institute on Aging about ways
to include older Americans in more environmental health studies.

Parkinson’s Disease Research Consortium.—NIEHS created a Parkinson’s Disease
Consortium Centers Research Program in 2002 because we believe that a collabo-
rative, multidisciplinary, multi-institutional approach is required to elucidate the
complex interactions between genes and environmental factors likely to be involved
in the development of this devastating disease. Collectively, the three centers that
make up the consortium have expertise in basic neurosciences, human genetics, clin-
ical research, and epidemiology, and long-standing collaborative interactions with
the various non-profit organizations that represent patient advocates. These sci-



182

entific disciplines were included in the consortium because a major impediment in
Parkinson’s Disease research has been that significant findings in one field were not
readily disseminated among investigators in the other related fields. It is our intent
to expand the Consortium Centers concept in 2004 to capture some of the out-
standing activities not funded earlier.

The knowledge and technologies developed in the Institute’s EGP, the Mouse Ge-
nome Centers, and the National Center for Toxicogenomics will also be made avail-
able to this cohort of investigators as they become available. For example, new Par-
kinson’s Disease susceptibility genes and new environmental risk factors are likely
to be discovered, and new mouse models of the disease are likely to be created using
gene “knockout” and “knockin” technologies. These new resources will be invaluable
to the Parkinson’s Disease research community.

The Development of Multidisciplinary Research Teams and Novel Technologies.—
The solution to complex problems often requires the collective knowledge and expe-
rience of multiple investigators and novel approaches developed at the boundary of
several disciplines. While the individual investigator approach remains the corner-
stone of innovation of science and technology development, translation often re-
quires a team approach. In fact, lack of infrastructure to support the development
of multidisciplinary research teams is hampering our ability to realize the benefits
of the nation’s expenditures for biomedical research. While the NIH has invested in
infrastructure to build maps of the human genome and develop technologies for
genotyping and monitoring gene and protein expression, it is the deployment of
these data bases and technologies to prevent human illness that has proven to be
the most challenging.

Also, the inadequacy of current analytical methods to investigate complex inter-
actions involving genes, proteins and environmental factors has been a bottleneck
in understanding the development of complex diseases resulting from such inter-
actions. While high resolution structural analysis of proteins is critical for under-
standing molecular interactions between genes, or proteins and toxic chemicals, new
technologies will be needed to determine how the latter disrupts structure and func-
tion of highly coordinated biological pathways or networks at the level of the cell
and tissue. NIEHS has developed the Center Programs described here to catalyze
the formation of multidisciplinary research teams to investigate gene-environment
interactions using emerging expertise and technologies.

SUMMARY

The data generated by the studies I have described will allow for a more rational
approach of gauging environmental threats, and will reduce the need to rely on de-
fault assumptions in extrapolating results from animal models to humans and in
setting exposure limits. These studies will also lead to the development of high
throughput technologies that could both accelerate and reduce the costs of toxicity
testing of pharmaceuticals and environmental xenobiotics. This approach to under-
stand how genes and the environment interact shifts the focus of disease manage-
ment from symptom-based classification to biological causation and prevention. The
objective is to provide a database that will allow for the use of precursors or molec-
ular markers in assessment of disease states.

PREPARED STATEMENT OF DR. AUDREY S. PENN

Mr. Chairman and Members of the Committee, I am Audrey Penn, Acting Direc-
tor of the National Institute of Neurological Disorders and Stroke (NINDS). I am
pleased to present the President’s budget request for NINDS for fiscal year 2004.
The fiscal year 2004 budget includes $1,469 million, an increase of $13 million over
the fiscal year 2003 enacted level of $1,456 million comparable for transfers pro-
posed in the President’s request.

The mission of NINDS is to reduce the burden of neurological disorders, that is,
the many diseases that affect the brain, spinal cord, muscles, and nerves of the
body. Neurological disorders cause enormous suffering and loss of life, often defying
the best efforts of modern medicine. However, we are making progress in prevention
and in treatment, derived from continuing advances in fundamental scientific un-
derstanding of the nervous system, which enhance the prospects for the future.
Today I will touch on these points and concentrate on what NINDS is doing to expe-
dite progress.
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THE BURDEN OF NEUROLOGICAL DISORDERS

Neurological disorders can compromise the complex thinking and emotions that
make us human, the routine perception and movement that we take for granted,
and even the control of bodily systems that are normally beneath our awareness.
Diseases of the nervous system strike at every age. Some, such as stroke, chronic
pain, epilepsy, and traumatic brain injury, are among the most common of all
causes of death and disability. Hundreds of less common neurological disorders take
an incalculable toll on patients and families too. Also demanding attention are sub-
stantial disparities in impact by ethnic group, gender, socioeconomic status, and ge-
ography.

PROGRESS AND PROSPECTS FOR THE FUTURE

Progress in preventing and treating neurological disorders has been notable. As
Dr. Zerhouni has testified previously, this year alone almost a quarter of a million
fewer deaths from stroke will occur in the United States than would have been ex-
pected without advances in prevention—progress that represents the cooperative ef-
forts of many groups, public and private. Prevention of nervous system birth defects,
such as spina bifida, and genetic counseling for inherited disorders, such as Tay-
Sachs disease, are also having a major impact on public health. The first acute
treatments for ischemic stroke and spinal cord injury—though still far from ade-
quate—have proven effective for reducing neurological damage. Immune therapies
now reduce relapses and slow the progression of disability in multiple sclerosis. Sur-
gical options employ implantable devices to compensate for brain circuits unbal-
anced by disease in Parkinson’s disease and epilepsy. Enzyme therapies have
brought the first successes in treating lipid storage disorders. Advances in molecular
genetics and brain imaging are further augmenting clinicians’ insights to diagnose
and to guide therapy.

Progress is gaining momentum, with an unprecedented variety of new treatment
and prevention strategies under development: drugs to home in on the molecules
that cause disease, stem cell therapies to replace lost nerve cells, neural prostheses
to read control signals directly from the brain, immune tolerance approaches to pre-
vent stroke, therapies to repair or replace defective genes, and behavioral interven-
tions to encourage the latent “plasticity” of the brain and spinal cord toward self-
repair. Each of these strategies relies upon remarkable advances in understanding
how the normal nervous system works and what goes wrong in disease.

A few findings from the past year illustrate this progress: Scientists studying
genes discovered a mutation that causes a form of Charcot-Marie-Tooth disorder, a
common disabling disease of peripheral nerves; pinpointed the site of a gene contrib-
uting to autism; and found clues about how a chromosome defect causes
facioscapulohumeral dystrophy, a common form of muscular dystrophy. In animal
models of human disease, themselves often the product of gene research, gene thera-
pies have yielded encouraging results for neurofibromatosis, Fabry disease and Par-
kinson’s. Scientists on the trail of cell therapies discovered that primitive precursor
cells in the adult rat brain can respond to experimental damage by multiplying, mi-
grating to the site of damage, and making new nerve cells, and that transplanted
embryonic stem cells show promise in animal models of Parkinson’s disease, stroke,
and other disorders. Scientists focusing on the immune system found that a strat-
egy, which suppresses immune reactions, prevents strokes in hypertensive rats; that
an anti-cholesterol drug, the statin Lipitor, reduces symptoms in an animal model
of multiple sclerosis; and that the gene defect in Batten disease may result in unex-
pected immune reactions, which could contribute to the devastating consequences in
the brain. In research on drug treatments, the antibiotic minocycline slowed pro-
gression of amyotrophic lateral sclerosis in mice; the natural brain chemical inosine
stimulated rewiring of the brain following stroke in rats; and coenzyme Q10 may
slow progression of Parkinson’s disease. Scientists studying new technologies devel-
oped a device that enabled rats to control a robot arm just by thinking about it; de-
vised better ways to delivery therapeutic agents to the brain; used microarrays to
monitor the activity of thousands of genes, yielding insights about brain tumors and
multiple sclerosis; and for the first time, recorded activity of the human fetal brain
in response to light, which may lead to better prenatal diagnostics.

EXPEDITING PROGRESS

NINDS continues to rely on the insight and ingenuity of scientists and physicians
throughout the nation to seek out scientific opportunities, propose research studies,
and advise on promising ideas. Since Congress began the NIH budget doubling ef-
fort, the Institute has taken a more active role in directing research. Efforts are mo-
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tivated by scientific opportunity, enabled by resources, guided by extensive and in-
clusive planning efforts, and quality-assured through peer review. Programs target
specific diseases and cross-cutting opportunities to enhance the effectiveness of re-
search. A few examples illustrate the wide range of activities:

The NIH Parkinson’s Disease Research Agenda is the pacesetter for disease-fo-
cused NINDS activities. The Agenda began in January 2000 with a working group
that included Parkinson’s disease researchers, patient advocates, industry rep-
resentatives, and NIH scientific staff. Follow-up meetings, most recently a July 2002
“summit” called by the NIH Director, have updated priorities to reflect the changing
scientific landscape and to address roadblocks to progress. Since March 2000, the
Parkinson’s effort has included more than 20 solicitations, more than a dozen work-
shops, establishment of a network of Morris K. Udall Centers, major clinical trials,
and funding of the Deep Brain Stimulation Consortium. The NINDS Office of Mi-
nority and Health Research is also leading a major effort to implement the NINDS
Five Year Strategic Plan on Minority Health Disparities, and developing goals spe-
cific to neuroAIDS, stroke and epilepsy. Implementation of planning efforts in brain
tumor, stroke, and epilepsy are also under way. Other initiatives are focusing on
diseases such as autism, muscular dystrophy, and spinal muscular atrophy, and
NINDS continues to support a variety of disease-focused scientific workshops to as-
sess current understanding, stimulate research interest, and foster collaborations.

Re-engineering the research enterprise.—NINDS has designed and conducted pio-
neering clinical trials to test the safety and effectiveness of interventions to prevent
and treat neurological disorders. In recent years, the Institute augmented clinical
trials activities with new grant mechanisms for planning trials and for pilot trials;
developed procedures and increased professional staff to optimize trial design and
monitoring; and created a subcommittee of the NANDS Council to provide broad ad-
vice on priorities for clinical research, including trials. This year, NINDS is begin-
ning to supplement ongoing clinical trials to capture genetic samples for a newly
established DNA and cell line repository. For the future, the Institute is exploring
options to create a network of physician-investigators to carry out clinical trials.
Such a program might speed trials, minimize costs, enhance accessibility for pa-
tients, facilitate the recruitment of a diverse spectrum of participants, improve feasi-
bility of trials for rare diseases, and accelerate the transfer of results to practice in
community settings.

A highlight of the clinical trials program is an innovative trial of neuroprotective
drugs for Parkinson’s disease, that is, drugs which slow disease progression rather
than just temporarily improving symptoms. The Institute reached out widely to aca-
demia and industry, here and abroad, for suggestions of possible drugs, and devel-
oped a rigorous evaluation process, which has selected the most promising drug can-
didates. A network of more than 40 clinical sites, with central statistical and data
coordination, has been established to carry out the trial. NINDS is working closely
with voluntary groups to recruit patients. The first pilot studies may begin this
spring.

Translational research is another major focus of cross-cutting efforts. NINDS has
a long history of translational research, which moves fundamental discoveries about
the brain and disease toward therapies and clinical trials. Advances in neuroscience
are yielding increasing opportunities for translation, and NINDS responded in July
2002 by launching a comprehensive program to foster translational research. Essen-
tial to this program are peer review criteria tailored to the needs of translational
research, milestone driven funding, and training a cadre of investigators to carry
out translational research. The goal is to provide an environment where coalitions
of basic scientists and clinicians can design and carry out preclinical studies re-
quired to bring therapeutic candidates to the point where clinical studies can begin.

New pathways to discovery.—Several NINDS programs are exploring new avenues
for discovery. NINDS has established a goal of identifying small molecules that are
active in the nervous system and show promise as therapeutic candidates, diag-
nostic agents, or research tools. In 2002, the Institute established a consortium to
test more than 1000 drugs, most previously approved by the U.S. Food and Drug
Administration (FDA) for other conditions, against 29 rapid laboratory assays (tests)
related to neurodegenerative diseases. The best candidate chemicals are moving to
further testing in animal models through an NINDS supplement program. NINDS
has also awarded a contract for a high throughput screening (HTS) center, and is
soliciting proposals for the development of assays for HTS. HTS rapidly tests thou-
sands of chemicals to find lead compounds for drug development. In another effort,
a contract-based approach to therapeutics development for spinal muscular atrophy
will test a new model that might apply to other diseases. The NIH Molecular Li-
brary Roadmap Project will speed the discovery process for drugs and chemical re-
search tools by providing access to information databases and to potentially useful
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compounds. The Institute has also established a facility to provide researchers ac-
cess to microarray technology, which allows simultaneous monitoring of the activity
of thousands of genes in health and disease. Stem cell research remains a high pri-
ority for the Institute. NINDS has provided supplements for grantees to pursue
stem cell research, and joined with other components of NIH in stimulating this re-
search and targeting aspects critical for the nervous system. An NINDS intramural
investigator will lead a new NIH facility to characterize the available approved lines
of human embryonic stem cells.

Research teams of the future—Increasingly, progress against neurological dis-
orders requires cooperation among multi-disciplinary teams of investigators. NINDS
is enhancing the opportunities for team approaches with general programs to sup-
port common resources and specific initiatives tailored to areas such as Parkinson’s
disease, stroke, autism, muscular dystrophy, spinal cord injury and health dispari-
ties. The Institute is also addressing critical training needs in areas such as
translational and clinical research. In the NIH Intramural program, the John Ed-
ward Porter Neuroscience Center will bring together scientists from ten NIH compo-
nents that focus on the brain.

CONCLUSION

Neurological disorders have always challenged the best efforts of medicine. The
intricacy of the brain is awesome, its workings are elusive, and an extraordinary
variety of disorders affect the nervous system. Furthermore, the brain and spinal
cord are difficult to access, sensitive to intervention, and reluctant to regenerate fol-
lowing damage. However, building on advances in basic science, progress is improv-
ing peoples’ lives, and prospects for the future are even more encouraging. We are
working to engage the best minds in the nation and provide them with the resources
they need to devise ways to prevent, treat, or, ultimately, cure neurological dis-
orders. Thank you.

PREPARED STATEMENT OF DR. RODERIC I. PETTIGREW

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Biomedical Imaging and Bio-
engineering (NIBIB). The fiscal year 2004 budget includes $282,109,000, an increase
of $3,838,000 over the fiscal year 2003 enacted level of $278,271,000 comparable for
transfers proposed in the President’s request.

The NIBIB’s mission is to lead the development and application of breakthrough
technologies in the physical and engineering sciences to facilitate an improved fun-
damental understanding of complex biological processes. This research agenda will
dramatically advance the Nation’s health care by improving the detection, manage-
ment, understanding and, ultimately, the prevention of disease. Health care and
technology have long been linked in the United States. Today, cardiac pacemakers,
mammograms, sustained release medications, and artificial hips are but a few ex-
amples of how biomedical imaging and bioengineering are transforming health care.

In September 2002, I began my tenure as the first Director of the NIBIB. I as-
sumed my role during a time when the landscape of conducting biomedical research
is changing. It is this altered landscape, wherein the most efficacious medical ad-
vances depend on multidisciplinary findings obtained from researchers working to-
gether at the interface between the biological and quantitative sciences, that led to
the creation of the NIBIB. This new environment, combined with recent budgetary
increases, visionary predecessors, the rapid pace in technology development, and
high-quality investigator-initiated research, has allowed the NIBIB-just in its sec-
ond year of operation-to establish a strong research foundation on which to cap-
italize. To illustrate these points, my testimony will highlight recently achieved
milestones, outline research plans and directions, and describe areas of progress and
opportunity.

MILESTONES TO SUCCESS

The NIBIB, the newest Institute at the National Institutes of Health (NIH), was
established by law December 29, 2000, and received its first appropriation and grant
funding authority in fiscal year 2002, just 15 months ago. Since its establishment,
NIBIB staff have achieved significant milestones. In fiscal year 2002 the NIBIB
funded approximately 300 research applications, participated in approximately 170
extramural symposia, planned 16 NIH-based symposia and workshops, served as
lead on 5 trans-NIH initiatives, and collaborated on 4 trans-NIH programs.
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Additional milestones have been achieved in fiscal year 2003. In January, the

NIBIB held the first meeting of its National Advisory Council. The Institute has
also built a solid research infrastructure through the release of numerous basic and
applied research solicitations in promising areas of scientific investigation, including
tissue engineering, advanced biomaterials, image-guided interventions, low-cost
medical imaging modalities, biosensor technology, and cellular and molecular imag-
ing.
The NIBIB has successfully fostered extensive linkages and collaborations with
other NIH Institutes and Centers, Federal agencies, academic institutions, private
industry, and scientific societies. As examples, the NIBIB administers and partici-
pates in the Bioengineering Consortium (BECON), an NIH-wide consortium dedi-
cated to promoting and coordinating bioengineering research across the NIH. The
NIBIB and the National Science Foundation are collaborating with the National
Academy of Engineering-a private, independent, nonprofit institution-on a project
entitled “Engineering and the Health Care System.” This study focuses on ways to
harness advances in engineering applications to improve health care delivery. The
NIBIB will collaborate with the National Institute of Diabetes and Digestive and
Kidney Diseases to develop a program for monitoring pancreatic insulin cell failure
in diabetes. This would constitute a significant advance in diabetes research.

THE NIBIB RESEARCH PORTFOLIO

In December 2002, the NIBIB officially launched its strategic planning process
with an interactive workshop entitled “Future Research Directions.” This workshop
helped identify high-priority research focus areas and associated high-impact
projects and technologies that could contribute significantly to biomedical research
and global healthcare needs. Areas identified as highly relevant to NIBIB’s mission
include image-guided interventions, cellular and molecular imaging, computational
biology, biosensor technologies, optical imaging technologies, and regenerative medi-
cine. The Institute is now poised to realize the promise within these areas of oppor-
tunity.

ADVANCED TECHNOLOGIES

Biomedical imaging and bioengineering are interdisciplinary fields that require
collaborations not only among imagers and engineers, but also with biologists, chem-
ists, mathematicians, computer scientists, and clinicians of all specialties. Today,
the imaging and engineering sciences are essential for improved understanding of
biological systems, detecting and controlling disease, and enhancing human health.
Recent advances in these fields have enabled the diagnosis and treatment of various
diseases using increasingly less invasive procedures. Benefits associated with mini-
mally invasive imaging applications include quicker and more accurate diagnoses
leading to improved patient outcomes at reduced costs. Minimally invasive image-
guided interventions now serve as powerful tools in the operating room and can be
applied to surgical procedures in urology, oncology, neurosurgery, ophthalmology,
cardiology, and orthopedics. However, these techniques are in relatively early stages
of development. A goal of the NIBIB is to further establish and validate minimally
invasive image-guided therapies as standards for patient care and to support addi-
tional research in therapeutic areas where minimally invasive technologies do not
yet exist. The NIBIB also has initiatives underway to encourage investigator-initi-
ated research for tracking anatomical targets and instruments and for developing
steerable devices, including catheters, endoscopes, and needles. A goal is to develop
theses techniques so that they may be used to routinely identify disease at its ear-
liest stages, even before symptoms arise. At that point, treatments can be instituted
to cure the disease or preempt any serious consequences.

The combination of image-guided therapies with genomics and proteomics, has
given researchers the capacity to develop new molecular probes and targets for dis-
ease detection, and to immediately direct treatment to the diseased site. By study-
ing how a person’s genetic blueprint is expressed through proteins, and how these
proteins differ in healthy and diseased cells, researchers will be able to develop
therapies tailor-made for an individual. As a first step towards “personalized medi-
cine,” NIBIB researchers are investigating tiny “barcoded” metal particles as a
method for analyzing proteomes-the complete set of an organism’s proteins. Ad-
vances in miniaturized devices not only have the potential to identify and charac-
terize new proteins, but to advance the rapid screening of multiple compounds in
the drug development process.

Molecular imaging provides a way to monitor cellular activities in normal and dis-
eased states. The development of novel imaging technologies, combined with new or
enhanced probes that bind to defined cellular targets, will allow this technique to
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be more broadly applied to biomolecules that are known indicators of a diseased
state, such as an enzyme that may be overexpressed in a specific tumor. For exam-
ple, NIBIB researchers have developed artificial fluorescent agents, called quantum
dots, that glow and act as cell markers when bound to certain cancer cells. Further
testing of these agents in animal models of cancer will determine their utility as
effective imaging agents for the early detection of cancer in humans.

BIOINFORMATICS AND COMPUTATIONAL BIOLOGY

Advances in bioinformatics and computational biology have been identified as one
of the areas of greatest need, and one of the areas having the greatest potential for
positive impact on the universe of medical science and health care. In recognition
of the critical role these disciplines play in biomedical imaging and bioengineering,
NIBIB supports fundamental research in computing technology, the targeted devel-
opment and application of new biocomputing tools, and technologies that provide
structural and functional data at the cellular level. Areas of NIBIB interest include
the development of high performance computing and visualization methods applica-
ble to the modeling of biological systems, the utilization of medical imaging data in
computational modeling of biological systems and human physiology, the develop-
ment of algorithms and software for the manipulation and analysis of imaging data,
and computer modeling of tissue mechanics. Our goal is to advance an under-
standing of the integrated function of biological systems through the development
and application of computational models, and to apply these models to the design
of novel treatments and therapeutics. In support of this goal, a NIBIB researcher
is developing a brain-computer interface (BCI) system that acquires and analyzes
brain signals to create a communications channel directly between a person’s brain
and a computer. BCI technologies can allow people who are completely paralyzed
to express wishes to caregivers and to use computer programs.

NANOTECHNOLOGY: SENSORS FOR MEDICINE

The term nanotechnology is used to describe many types of research at the atom-
ic, molecular, or macromolecular level-research where the characteristic dimensions
are less than one-thousandth of the diameter of a human hair. Biosensors are
nanoscale devices that detect, monitor, and transmit information about a physio-
logical change, or about the presence of various chemicals, gases, or biological mate-
rials (bacteria and viruses). Laboratory diagnostics used in hematology, clinical
chemistry, pathology, and microbiology already employ sensor technologies to per-
form simultaneous measurements for hundreds, maybe thousands, of substances in
urine, blood, saliva, sweat, and interstitial fluids. The NIBIB has an active research
program in sensor technologies and is expanding this area of research.

Knowledge gained through NIBIB-supported advances in nanotechnology, particu-
larly in the areas of biosensors and molecular imaging, will be further leveraged for
the development of sensors that can be applied to other critical research areas. For
example, NIBIB researchers are adapting highly sensitive and selective biosensor
arrays to provide a fingerprint for the identification of harmful bacteria and envi-
ronmental health hazards. Future NIBIB efforts being planned in nanotechnology
and sensors focus on the development of low-cost, miniaturized, integrated sampling
detector systems for field use, including the development of systems that provide
“detect-to-warn” capabilities, and that enable the rapid and accurate verification of
exposure to harmful environmental agents.

MULTIDISCIPLINARY RESEARCH TEAMS OF THE FUTURE

The era of the solo independent investigator is passing. Our research culture must
be redirected to the formation of teams that span academic departments and sci-
entific disciplines. Their formation is critical to the development and validation of
new technologies to aid in disease detection, treatment, and prevention. Therefore,
a major goal of the NIBIB is to catalyze team science through initiatives that en-
courage multi-organizational and multidisciplinary teams. Programs differ from tra-
ditional NTH opportunities as they require collaborative efforts between quantitative
and biomedical researchers. These will support institutional needs, infrastructure
development, and the costs associated with making team science viable and attrac-
tive to academic institutions. Within a given area, specific clinical problems-such as
our current effort to image pancreatic beta cell function in diabetes-will be identified
to serve as a catalyst to drive the formation of the research team. The value in cata-
lyzing team science lies not only in strengthening research capacity, but in fostering
the formation of research teams among disciplines where they previously have not
naturally formed.
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In conclusion, the NIBIB is dedicated to promoting the development of emerging
technologies and establishing opportunities that will encourage the necessary inter-
disciplinary collaborations to advance biomedical and global health care priorities.
I would be pleased to respond to any questions that the Committee may have.

PREPARED STATEMENT OF DR. JOHN RUFFIN

Mr. Chairman and members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Center on Minority Health and Health Dis-
parities (NCMHD) for fiscal year 2004, a sum of $192,724,000, which represents an
increase of $7,010,000 over the comparable fiscal year 2003 appropriation.

Despite improvements in the overall health of the general population, over the
past decade, African Americans, Hispanics, American Indians, Alaska Natives, and
Asians and Pacific Islanders the fastest growing communities in this country and
the urban and rural poor, continue to suffer an unequal burden of death, disability,
and disease.

With the goal of addressing health disparities through science, the Congress en-
acted Public Law 106-525, the Minority Health and Health Disparities Research
and Education Act of 2000, to establish the NCMHD. The mission of the Center is
to promote minority health and to lead, coordinate, support, and assess the National
Institutes of Health’s (NIH) effort to ultimately eliminate health disparities. I am
grateful to the Congress for its wisdom in creating the NCMHD so that America
can be more responsive to its increasingly diverse and complex health and human
services needs. And, I thank you for your ongoing support of the Center. I also want
to thank Dr. Elias Zerhouni, Director of the NIH, and the Directors of the NIH In-
stitutes and Centers (ICs) and Offices for all of their cooperation and continued com-
mitment to making the elimination of health disparities a top priority for the NIH.

In January 2003, the NCMHD celebrated its second anniversary. The staff at the
NCMHD has been diligent, working hard to make the priorities envisioned for the
Center by the Congress a reality. Today, I am happy to report to you the highlights
of our accomplishments.

TRANS-NIH STRATEGIC PLAN AND BUDGET

The NCMHD has worked together with the Director of the NIH and the Directors
of the other ICs at the NIH, to develop the first comprehensive NIH Strategic Re-
search Plan and Budget to Reduce and Ultimately Eliminate Health Disparities.
This Plan, which was developed with substantial stakeholder input from the health
disparities populations, has three main goals—research, research infrastructure,
and community outreach through information dissemination and public health edu-
cation. This is an evolving document, that will be updated each year, and it includes
current NIH activities and future plans to: address the health disparities; build a
culturally competent cadre of biomedical and behavioral investigators; and increase
the number of minority clinical and basic medical scientists who are essential to the
success of our efforts. The Plan will be posted for public comment on the NCMHD
website at www.ncmhd.nih.gov.

NIH FISCAL YEAR 2001 ANNUAL REPORT ON HEALTH DISPARITIES RESEARCH

The NCMHD also collaborated with the other ICs to develop the NIH fiscal year
2001 Annual Report on Health Disparities Research, which highlights the NIH’s ac-
tivities, and describes the progress emanating from the NIH’s research strategies,
structures, processes, and programs to ultimately reduce and ultimately eliminate
health disparities.

NCMHD PROGRAMS

As authorized by the Congress, the NCMHD has established its three core pro-
grams, which have been successfully launched with substantial assistance from the
other NIH ICs. The Centers of Excellence in Partnership for Community Outreach,
Research on Health Disparities, and Training (Project EXPORT) Program supports
the conduct of research, research training, and community outreach activities in the
field of health disparities at Centers of Excellence. The Research Endowment Pro-
gram is designed to build minority health and other health disparities research ca-
pacity at Health Resources and Services Administration (HRSA) Section 736 Cen-
ters of Excellence. The NCMHD has established two distinct extramural Loan Re-
payment Programs to increase the participation of health professionals in health
disparities research and to increase the participation of individuals from disadvan-
taged backgrounds in clinical research. The Center also administers the Research
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Infrastructure in Minority Institutions (RIMI) Program to provide support for insti-
tutions that enroll a number of students from minority health disparity populations
to develop and enhance their capacity and competitiveness to conduct biomedical or
behavioral research. By expanding the infrastructure of institutions committed to
health disparities research and supporting the education and training of racial and
ethnic minorities, as well as the medically underserved, these programs will provide
sustained effort aimed at eradicating health disparities.

NCMHD CO-FUNDED RESEARCH

The NCMHD also supports research through collaborative agreements with other
NIH ICs and HHS agencies, for example the: Racial and Ethnic Approaches to Com-
maunity Health Program (REACH 2010) at the Centers for Disease Prevention and
Control (CDC); Excellence Centers to Eliminate Ethnic/Racial Disparities Program
(EXCEED) at the Agency for Healthcare Research and Quality; Jackson Heart
Study at the National Heart, Lung and Blood Institute (NHLBI); Appalachia Cancer
Network and Native Hawaiian Cancer Awareness Research & Training Network at
the National Cancer Institute (NCI); National Latino and Asian American Study at
the National Institute of Mental Health, and Tribal Epidemiology Centers Program
at the Indian Health Service.

Through these and many other co-funded projects the NCMHD works to: pilot
new health disparities programs; improve recruitment and retention of racial and
ethnic minorities in clinical trials; and provide competitive supplements to expand
the focus of existing research programs.

NIH HEALTH DISPARITIES RESEARCH

Along with the NCMHD, all of the ICs at the NIH actively support health dispari-
ties fesearch within their categorical missions. Let me provide a few illustrative ex-
amples:

The NHLBI supports the Jackson Heart Study, co-sponsored with the NCMHD,
to address the cardiovascular health of African Americans; the Strong Heart Study,
directed at cardiovascular disease risk factors and development in American Indi-
ans; the Multi-Ethnic Study of Atherosclerosis, which is examining the development
and progression of subclinical disease in a multi-ethnic and predominately minority
population; the Family Blood Pressure Program, which is identifying major genes
associated with high blood pressure in a predominately African American popu-
lation; studies aimed at identifying genetic and other biological factors that increase
susceptibility to hypertension-related injury and damage; and programs examining
genetic factors associated with asthma in minority populations.

To lead the NCT’s efforts to examine the causes of cancer health disparities, de-
velop effective and sustainable interventions to eliminate them, and actively facili-
tate their implementation across the cancer continuum, the NCI established the
Center to Reduce Cancer Health Disparities. Among the NCI’s other major initia-
tives are the expansion of public, private, academic, and community-based partners
to increase enrollment of minorities in clinical treatment and prevention trials and
to investigate the socioeconomic, cultural, health system related, and other causes
of disparities in cervical cancer mortality. The NCI also has established inter-
disciplinary research Centers for Population Health and Health Disparities to better
understand the interaction of determinants of cancer and the behavioral and bio-
logic factors that contribute to them, and the Institute has expanded and improved
the efficiency and utility of the Surveillance Epidemiology End Results Program on
several fronts.

The National Institute of Allergy and Infectious Diseases (NIAID) continues to
focus on those research areas that have a major impact on health disparities by sup-
porting: the Innovation Grant Program, which fosters exploratory investigator-initi-
ated HIV vaccine research at the early stages of concept development; the Legacy
Donor Registry Project, which supports efforts to increase organ donation in minor-
ity populations; Genetic studies in African-American kidney transplant recipients
regarding tissue (organ) rejection; Autoimmunity Centers of Excellence, which
evaluate immunotherapies for Systemic Lupus Erythematosus (SLE) and
Scleroderma; the Inner City Asthma Consortium, which evaluates the safety and ef-
ficacy of promising immune-based therapies to reduce asthma severity and prevent
disease onset in minority children in inner city dwellings; and Hepatitis C Coopera-
tive Research Centers, which study factors that contribute to resistance to treat-
ment in African Americans and disease outcome in Alaska Natives and Hispanics.

The National Institute of Diabetes and Digestive and Kidney Diseases (NIDDK)
has established its Office of Minority Health Research Coordination to help imple-
ment its strategic plan for health disparities. The Institute places high priority on
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supporting studies of many diseases, including type 2 diabetes, hepatitis C, and kid-
ney disease, which disproportionately impact the health of minority populations. Re-
cently the Diabetes Prevention Program showed that modest improvements in diet
and exercise could dramatically decrease the incidence of type 2 diabetes in those
at risk, the benefits of which extend to all racial and ethnic groups. American In-
dian and Alaska Native communities have the highest rates of diabetes in the
world. Using the network of Tribal Colleges and Universities, the NIDDK Diabetes-
Based Science Education in Tribal Schools Program is developing supplemental cur-
ricula for Tribal elementary, middle and high schools to instruct students about life-
style changes that can dramatically reduce the risk of diabetes. The NIDDK also
has initiated the National Kidney Disease Education Program, initially targeting
gities with African-American populations showing high incidence of chronic kidney
isease.

Since the National Institute of Child Health and Human Development (NICHD)
launched its national “Back to Sleep” campaign in 1994, the Sudden Infant Death
Syndrome (SIDS) rate has fallen by more than 50 percent. Even though the death
rates from SIDS have declined at about the same rate for White and African-Amer-
ican infants, a disproportionate number of African-American infants are still lost to
SIDS. To begin closing this gap, the NICHD enlisted the help of the Alpha Kappa
Alpha sorority, the National Coalition of 100 Black Women, and the Women in the
NAACP to conduct a series of “summit” meetings in three U.S. cities with high rates
of African-American SIDS deaths. These summits will help develop strategies and
create an infrastructure for establishing community-based programs to further re-
duce SIDS among African-American infants. The NICHD also is developing outreach
activities and products that encourage American Indian/Native American commu-
nities to place babies on their back to sleep.

CONCLUSION

The NCMHD is working together with the other ICs at the NIH to ensure that
all Americans have an opportunity to lead long, healthy, and productive lives. I am
grateful to the Congress for giving the Center a unique opportunity to bring to-
gether the expertise of health professionals, researchers, businesses, communities,
academia, public health agencies, and government to eliminate health disparities.
It’s going to take all of us working together to build a healthy America.

PREPARED STATEMENT OF DR. PAUL A. SIEVING

Mr. Chairman an members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Eye Institute (NEI) for fiscal year 2004. This
budget includes $648 million, an increase of $16 million over the fiscal year 2003
enacted level of $632 million comparable for transfers proposed in the President’s
request.

It is my privilege to be here as the Director of the NEI and tell you about progress
laboratory and clinical scientists are making in combating blindness and visual im-
pairment and about the unique opportunities that exist in the field of vision re-
search.

GLAUCOMA RESEARCH

Glaucoma leads to blindness from damage to the optic nerve of the eye. Glaucoma
is often, but not always, associated with increased pressure within the eye caused
by inadequate drainage of aqueous humor, the fluid within the eye that nourishes
the cornea and lens. Results from two important clinical trials were reported during
this past year. Investigators conducting the Ocular Hypertension Treatment Study
found that eye drops used to treat elevated pressure inside the eye can be effective
in delaying the onset of glaucoma. The study identified several significant risk fac-
tors that were associated with the development of glaucoma in study participants.
These included personal risk factors, such as older age and African descent, as well
as ocular risk factors, such as higher eye pressure and certain characteristics of the
optic nerve and cornea. These results mean that treating people at higher risk for
developing glaucoma may delay or possibly prevent the disease.

In a separate study researchers conducting the Early Manifest Glaucoma Trial,
which was designed to compare the effect of immediate therapy to reduce pressure
inside the eye with late or no treatment on the progression of newly detected open-
angle glaucoma, found that progression was less frequent in the treated group (45
percent) than in the control group (62 percent), and occurred significantly later in
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treated patients. This finding demonstrates definitively that treatment to lower
pressure inside the eye can slow glaucoma damage and subsequent vision loss.

Continuing the progress in the genetics of glaucoma reported last year by the
finding of a new gene mutation that caused a form of adult-onset glaucoma, sci-
entists recently reported identification of a human gene that is linked to a disease
known as “low-tension” glaucoma. This form of glaucoma has the characteristic pat-
tern of optic nerve degeneration but the elevation in pressure within the eye nor-
mally associated with this pattern of damage is not evident on clinical examination.
The gene that was identified produces a protein that is expressed in a number of
tissues including the brain and retina and is believed to have a significant neuro-
logical function. The identification of genes associated with glaucoma provides a tool
to study the biochemical pathways leading to optic nerve degeneration, as well as
giving insight into designing neuroprotective strategies. Additionally, NEI sponsored
a meeting on ganglion cell and optic nerve degeneration that brought together lab-
oratory and clinical scientists studying glaucoma and those studying other
neurodegenerative diseases to explore common mechanisms of nerve cell damage
and potential methods of protection.

RETINAL DISEASE RESEARCH

The retina is the transparent, light-sensitive tissue that lines the back of the eye.
Diseases and disorders of the retina and its blood vessels account for much of the
blindness and visual disability in this country. An important barrier to therapeutic
intervention in human retinal disease is the identification of the gene or genes that
cause vision loss. Visual loss and the degenerative and other changes in the retina
are largely linked to rod and cone photoreceptors, the light-sensing nerve cells in
the retina.

Scientists have recently undertaken a comprehensive genetic analysis of rod
photoreceptors, the most abundant sensory neuron in the retina, in order to identify
all the possible genes expressed in these cells. Rod cells play an essential role in
the visual pathway and may be especially vulnerable to any genetic defect involving
the retina or other visual centers. For many identified retinal disease genes, a
photoreceptor gene is mutated and its product is altered due to the mutation. Work
is progressing on completing a database that will simplify the identification of can-
didate retinal disease genes, and many new genes in rod photoreceptors have al-
ready been identified.

Scientists have identified a mutation in a gene on the X chromosome that nor-
mally is associated with a form of retinitis pigmentosa (RP) that causes a progres-
sive loss of rod photoreceptors in the peripheral retina and results in blindness in
adulthood. This mutation was also reported to cause a unique type of degeneration
in the macula, in a particular family. Further study may help us understand how
this mutation specifically targets the macula and causes this unique loss of cones.
This may lead to an understanding of the mechanisms of damage in other forms
of macular degeneration and perhaps to the development of the means to prevent
this type of damage to the macula.

The NEI is also funding studies on ocular albinism, a set of hypomelanotic dis-
eases and conditions that are characterized by deficient cellular production of the
pigment melanin. Deficiency in this pigment causes a cosmetic loss of ocular and
skin pigmentation, but more importantly, it limits the development of vision in in-
fants and children by fundamentally altering the connections between the eye and
the brain. Recently the OA1l gene, which is associated with most cases of the dis-
ease, was identified. The form of the disease associated with OA1l is an X-linked or
hereditary blinding eye disease that primarily affects boys at an early age. Although
the cause or causes are unknown, misrouting of the neurons that go from the retina
to the brain is involved. Understanding the causes of the abnormal neural cell axon
guidance in ocular albinism may help us understand the fundamental neurobiology
that underlies this disease and represents an important research initiative for the
NEIL

CORNEAL DISEASE RESEARCH

NEI-supported scientists have also made progress against blinding diseases of the
cornea. The cornea is the transparent tissue at the front of the eye that plays an
important role in refracting or bending light to focus visual images sharply on the
retina. Because the cornea is the most exposed surface of the eye, it is especially
vulnerable to damage from injury or infection. One such infection is ocular
onchocerciasis, commonly known as river blindness. Although river blindness is rare
in developed countries, it is the second leading infectious cause of blindness in the
world. This infection occurs when a nematode worm infects the cornea. Researchers
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have found that development and growth of the worm depends on a bacterium that
lives within it. They found that the blindness associated with the infection was due
to the reaction of the patient’s immune system to the bacterium and not to the
worm. The scientists discovered that an antibiotic that killed the bacterium also
caused the death of the worm but without causing blindness. Further development
of this treatment could revolutionize treatment of river blindness throughout the de-
veloping world.

CATARACT RESEARCH

Although cataract treatment in this country is one of the most successful of all
surgical procedures, development of non-surgical approaches to preventing or treat-
ing cataracts remains an important area of research, because of the potential that
it holds for reducing costs to the Medicare system and improving the quality of life
of our senior citizens. A cataract is an opacity of the eye’s normally clear lens that
interferes with vision. Age-related cataract formation is believed to result from the
complex effects of aging on normal physiological processes. Because the end-result,
cataract formation, is in most cases far removed in time from the initial insult, ex-
acting a cause and effect relationship has been difficult. Lens transparency results
from the very high concentration of soluble proteins, the crystallins, within a spe-
cialized lens fiber cell. During aging and cataract formation, soluble lens crystallins
tend to combine or aggregate into large complexes that cause light to scatter. NEI-
sponsored researchers have found that alpha-crystallin, which normally protects the
lens by binding to other proteins, may itself become the vehicle for the aggregate
formation that accelerates cataract formation. Additional research in this area may
provide the means for clinicians to intervene prior to the formation of a clinically
evident cataract.

Other scientists are attempting to determine the genes that control one of the ear-
liest events in the development of the eye, the development of the lens. Scientists
studying lens development have identified a master gene that controls the expres-
sion of a number of other critical genes. Two of these critical genes that have re-
cently been discovered. Without these two genes, the development of the lens is
stopped and crystallin-synthesizing cells fail to form. These findings add to our un-
derstanding of the overall control of lens and eye development and may ultimately
enhance our knowledge of the molecular basis of congenital diseases of the eye,
thereby opening the possibility of future interventions.

STRABISMUS, AMBLYOPIA, AND VISUAL PROCESSING RESEARCH

The most frequent causes of vision loss in our children are strabismus, a misalign-
ment of the eyes, and the development of amblyopia, or lazy eye. Strabismus results
in diseases in which visual processing is abnormal. Amblyopia can result from this
misalignment or from unequal refraction between the eyes. NEI-supported scientists
have found that eye drops used to treat amblyopia work as well as the standard
treatment of patching the eye. This research finding may lead to better compliance
with treatment and improved quality of life in children with this eye disorder. Pa-
tients continue to be followed in this study to better assess the long term effects
these treatments have on visual acuity.

Recent work by NEI-sponsored researchers has helped our understanding of nerve
cell regeneration. Following injury or disease, neurons in the central nervous system
(CNS) have a limited regenerative capacity, unlike nerve cells in the peripheral
nervous system.

Nerve cells typically have two types of extensions that arise from their cell bodies.
Axons are normally quite long and extend over considerable distances. Dendrites are
much shorter and extend short distances from the cell body. The inability of CNS
neurons to regenerate is due to the failure of their axons to re-grow. These scientists
found that axon growth may be due to a factor within the nerve cell itself rather
than in the surrounding environment and may be regulated by signals from other
nerve cells. Further research may allow discovery of the signals that switch neurons
back to the axonal growth mode to repair damage to nerve tissue from injury or dis-
ease.

HEALTH DISPARITIES

Scientists recently reported the prevalence of glaucoma in a population-based
study conducted among 4,774 Mexican American adults residing in two communities
in Arizona. Glaucoma prevalence rates have been reported previously for white and
African American adults, but no similar studies have been conducted among the
U.S. Hispanic population. The prevalence of open-angle glaucoma in this Mexican
American population was intermediate between the high rates reported for African
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Americans and the lower rates reported for whites. Of those diagnosed with glau-
coma, only 38 percent were aware they had the disease. The prevalence of glaucoma
increased rapidly with age and was the leading cause of bilateral blindness in this
population. This information will allow health educators to create additional glau-
coma awareness campaigns to increase awareness of the importance of glaucoma
treatment in the Mexican American population, thereby allowing eye care providers
to identify and treat those at greatest risk so that blindness can be prevented.

PROGRAM INITIATIVES

Diabetic retinopathy is a potentially blinding complication of diabetes character-
ized by the uncontrolled growth of fragile new blood vessels in the retina that may
leak fluid and blood threatening vision. It is the leading cause of new cases of blind-
ness in working age adults in the United States. Macular edema secondary to dia-
betic retinopathy is also a major cause of visual loss in patients with diabetes. The
NEI is developing a clinical research network of core centers and participating clin-
ics that will help satisfy the need to evaluate promising new approaches to treat
diabetes induced retinal disorders and to investigate other approaches as they be-
come available. This network approach will provide a framework for rapid initiation
of important studies, efficient use of pooled clinical expertise in idea generation and
protocol development, and efficient use of central resources for data management,
quality control, and endpoint evaluation.

The NEI is also planing to increase the pace of research in age-related macular
degeneration (AMD) prevention and treatment by supporting a wide array of labora-
tory and clinical studies. AMD is the leading cause of severe vision loss in older per-
sons in the United States, and it will have an increasingly important social and eco-
nomic impact as the population ages. These studies may range from pilot work to
the establishment and implementation of clinical research networks. It is antici-
pated that a network approach to AMD clinical research will hasten development
of the more successful therapies for the treatment or prevention of AMD.

The NEI is also undertaking a major effort to reinvigorate the intramural re-
search program and enhance resources to neurodegenerative and genetic forms of
vision loss. Ocular genetics research has demonstrated that many common eye dis-
eases have complex genetic and environmental etiologies that must be understood
before innovative biological treatments can be designed. NEI is working on a new
laboratory program devoted to complex human eye disease to hasten progress in this
area.

Mr. Chairman that concludes my prepared statement. I would be pleased to re-
spond to any questions you or other members of the committee may have.

PREPARED STATEMENT OF DR. ALLEN M. SPIEGEL

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Diabetes and Digestive and Kid-
ney Diseases (NIDDK) for fiscal year 2004, a sum of $1,670,007,000, which reflects
an increase of $66,846,000 over the comparable fiscal year 2003 appropriation. The
fiscal year 2004 budget comprises $1,820 million which includes $150 million ($100
million in fiscal year 2003) for the Special Appropriation for Research on Type 1 Di-
abetes through Public Law 107-360. The NIDDK transfers some of these to other
institutes of the NIH and to the CDC. Adjusted for these mandatory funds, this is
an increase of $48 million over the fiscal year 2003 enacted level of $1,622 million
comparable for transfers proposed in the President’s request. The NIH budget re-
quest includes the performance information required by the Government Perform-
ance and Results Act (GPRA) of 1993. Prominent in the performance data is NIH’s
second annual performance report, which compared our fiscal year 2002 results to
the goals in our fiscal year 2002 performance plan.

OBESITY RESEARCH

I appreciate the opportunity to testify on behalf of the NIDDK, which supports
research on a wide range of chronic, debilitating diseases. Many of these diseases,
including type 2 diabetes, nonalcoholic fatty liver disease, gallstones, end-stage kid-
ney disease, and urinary incontinence, are caused, directly or indirectly, by obesity.
Data from the Centers for Disease Control and Prevention documents that obesity
is growing at an alarming rate in both adults and children, and that it dispropor-
tionately affects minorities. Recent results from the Framingham Heart Study indi-
cate that obesity cuts six to seven years off of life, comparable to the effects of smok-
ing. The 2001 Surgeon General’s Call to Action to Prevent and Decrease Overweight
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and Obesity reports that each year, it costs this country an estimated $117 billion
in health care related expenditures.

We must approach obesity, not as a cosmetic or moral problem, but rather as a
health problem. To address this problem, research is vital, and the NIDDK and the
National Institutes of Health are formulating a bold and coordinated research plan.
Obesity and its associated diseases result from complex interactions of biologic and
environmental factors. The environmental factors include social, demographic, and
economic changes that encourage people to eat more food than necessary to meet
their energy requirements, and discourage physical activity that would increase
their energy expenditure. These environmental factors disproportionately affect indi-
viduals who are biologically more susceptible to becoming obese and to develop obe-
sity-associated diseases.

Tremendous progress has been made recently in understanding the biologic basis
of obesity, and I will cite just a few examples. We now understand better how appe-
tite is controlled through newly discovered hormones such as ghrelin and PYY. They
are produced by the stomach and small intestine, and signal the brain, respectively,
to increase and decrease appetite. Blood levels of ghrelin peak just before meals,
and peaks are significantly higher in obese individuals who have lost weight by diet-
ing, perhaps explaining why sustaining weight loss is so difficult. Bariatric, or gas-
tric bypass, surgery is being increasingly performed in the United States, and part
of its effectiveness in achieving sustained weight loss may be explained by the re-
cent finding that ghrelin levels are suppressed by some forms of the surgery. Block-
ing the action of ghrelin is thus a potentially attractive target for drug development

Similar advances are being made in understanding how the body decides whether
and where to metabolize or store fat. Discovery of hormones such as leptin and
adiponectin secreted by fat have shown that fat signals to brain, liver, and muscle
to regulate fuel metabolism and response to insulin. Such discoveries help explain
how obesity leads to insulin resistance and type 2 diabetes, and offer new ways of
treating or preventing obesity-associated disorders. Epidemiologic results and clin-
ical studies show that differences in distribution of body fat may also be important
in determining which individuals develop obesity-associated disorders.

Progress in behavioral research provided the basis for the lifestyle intervention
of our Diabetes Prevention Program (DPP), which revealed that participants who
lost 5 to 7 percent or more of their body weight and who performed at least 150
minutes of physical activity per week reduced their risk of developing type 2 diabe-
tes by 58 percent. We are conducting a follow-up DPP Outcomes Study to assess
the durability of the DPP interventions in preventing diabetes, and to determine
whether the interventions reduce cardiovascular disease. Our Look AHEAD: Action
for Health in Diabetes clinical trial is testing the effect of sustained weight loss on
grel\)/ention of cardiovascular disease in obese individuals who already have type 2

iabetes.

To further sharpen the NIDDK’s obesity research efforts, I recently announced
creation of a new Office of Obesity Research within the NIDDK that is bringing to-
gether expertise in our Division of Diabetes, Endocrinology, and Metabolic Diseases,
and our Division of Digestive Diseases and Nutrition, both of which have important
input to obesity research. This new group is framing initiatives across a wide range
of obesity research areas to address the epidemic of obesity, from the fundamental
biologic aspects to the behavioral and environmental. Examples include a study of
the life cycle of the fat cell directed at discovery of novel targets for treatment of
obesity and associated metabolic disorders. In order to address obesity-associated
diseases such as type 2 diabetes, we will expand our Diabetes Genome Anatomy
Project to include genetic analysis of all the major organ systems affected by diabe-
tes and its complications . We are helping re-engineer the clinical research enter-
prise by creating a new Bariatric Surgery Clinical Research Consortium (BSCRSC).
The BSCRC will develop a common data collection protocol to accelerate clinical re-
search and progress in understanding the development of severe obesity and its
complications, as well as understanding the risks and benefits of bariatric surgery
as a treatment method.

In behavioral research, we have begun a clinical trial to develop effective strate-
gies to prevent type 2 diabetes in children. This initiative focuses on school-based
primary prevention programs to decrease risk factors for type 2 diabetes and lower
the incidence of the disorder. We are supporting research to translate the results
of the highly successful Diabetes Prevention Program, into clinical practice for pre-
vention of type 2 diabetes in individuals and communities at risk. Of particular in-
terest will be interventions that focus on underserved and minority populations dis-
proportionately affected by the disease. Given the environmental influences fueling
the obesity epidemic, we are encouraging research to study promising interventions
that would target environmental factors contributing to inappropriate weight gain
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in children, adolescents and adults. We are asking investigators to partner with
community organizations or businesses, such as schools, supermarkets, restaurants,
churches, community groups, and worksites to develop interventions that could po-
tentially be translated into larger-scale interventions.

These are just some of the ways we are encouraging research to combat obesity
and its co-morbid conditions. We believe NIDDK and NIH research is our best hope
for stemming the tide of this epidemic. Why? Because we stand poised, given new
information about the human genome and the advent of new research tools to deter-
mine the biologic and genetic factors that make one person more (or less) susceptible
to obesity than another. Why is this important? Because it should allow targeted
obesity prevention and allow the development of new kinds of drugs and therapies
that should be more successful in preventing weight gain and in helping people lose
weight and to sustain weight loss. Tied to this is improved research-based behav-
ioral approaches to weight loss and maintenance. In addition, NIH research ulti-
mately will provide the scientific basis for policy decisions on needed changes in en-
vironmental factors that affect diet, nutrition, and physical activity. Obesity is a
complex problem requiring a multi-disciplinary research approach if we are to re-
verse this ominous threat to our nation’s health.

DIABETES

Approximately one million Americans suffer from a type of diabetes that is not
obesity-related. Rather, type 1 diabetes involves immune destruction of the insulin-
producing beta cells of the pancreas. We are vigorously pursuing cutting-edge re-
search opportunities for prevention of type 1 diabetes through our TrialNet, and for
treatment and cure of type 1 diabetes through support of the field of regenerative
medicine. One example of the latter is our Beta Cell Biology Consortium, which
brings together multi-disciplinary teams of investigators with expertise in pan-
creatic development, beta cell biology, stem cell biology, and bioinformatics. Through
such collaborative research programs, we are laying a solid foundation for the future
development of innovative, cell and regenerative growth factor therapies for diabetes
and other debilitating diseases. Increased understanding of beta cell biology should
also improve our ability to develop noninvasive, functional imaging technology that
would, for example, help monitor type 1 diabetes prevention trials.

HEPATITIS C

The hepatitis C virus is the cause of the most common form of end-stage liver dis-
ease in the United States. We recently held a Consensus Development Conference
on the management of hepatitis C that recommended directions for future research,
and led to development of initiatives that are encouraging further basic and clinical
research on hepatitis C, research on management of hepatitis C in people with
chronic kidney disease, and research on new therapies for children with hepatitis
C. From such research should emerge more effective forms of treatment and preven-
tion.

GASTROINTESTINAL DISEASES

We are bolstering our research activities across the full spectrum of gastro-
intestinal (GI) diseases, ranging from celiac disease, in which a known dietary factor
triggers intestinal damage in genetically susceptible individuals, to functional GI
disorders such as irritable bowel syndrome. Our strong research portfolio in inflam-
matory bowel disease (IBD) is paying dividends. A recent clinical trial reported that
a recombinant monoclonal antibody that blocked the action of certain cell adhesion
molecules could be used to reduce the symptoms and improve quality of life of pa-
tients with Crohn’s disease, an inflammatory bowel disease. The NIDDK supported
the basic research underpinning this exciting work, providing another example of
the critical role of NIH research in the development of therapies for human disease.
Our IBD Genetics Research Consortium aims to identify genes associated with in-
creased risk of developing Crohn’s disease and ulcerative colitis. The long-term goal
is to increase molecular understanding of IBD so as to facilitate development of
novel therapies and new diagnostic methods.

KIDNEY DISEASE

We are addressing the sharp rise in end-stage renal disease (ESRD) by supporting
research on the causes, treatment, and prevention of the major forms of kidney dis-
ease leading to ESRD. The discovery that the proteins encoded by the polycystic kid-
ney disease (PKD) genes are localized to cilia (hair-like projections) in kidney tubu-
lar cells demonstrates the rapid progress in understanding the pathogenesis of the
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major cause of inherited ESRD. Results from some of our major kidney disease
trials have significant implications for clinical practice. Our African American Study
of Kidney Disease and Hypertension (AASK) showed that angiotenson-converting
enzyme inhibitors, compared with calcium channel blockers, slowed kidney disease
progression by 36 percent, and drastically reduced the risk of ESRD by 48 percent
in patients who had at least one gram of protein in the urine, a sign of kidney fail-
ure.

The Institute’s HEMO clinical trial recently showed that the standard rec-
ommended hemodialysis dosage and filters are adequate for reducing morbidity and
mortality in ESRD patients, and that increasing dialysis dose using a conventional
three times per week regimen does not provide greater benefit to patients. However,
the important question now is the duration and frequency of dialysis. We therefore
have planned clinical trials to compare conventional dialysis with more frequent di-
alysis in patients with ESRD. We also have launched a prospective epidemiological
study of children with chronic kidney disease to determine the risk factors for de-
cline in kidney function, and associated morbidities such as impaired neurocognitive
development, cardiovascular disease, and growth failure.

UROLOGIC DISEASES

Our major clinical trial on Medical Therapy of Prostate Symptoms (MTOPS) re-
cently demonstrated that two drugs commonly used to treat benign prostatic
hyperplasia (BPH), finasteride and doxasozin, are significantly more effective at pre-
venting symptomatic BPH incidence and progression when given in combination.
Samples collected during the MTOPS trial will be used by our new MTOPS Prostate
Samples Analysis Consortium to discover and validate biologic markers for detection
and risk assessment of BPH.

Our Bladder Progress Review Group report provides a strategic plan for future
bladder research. We are already implementing the report’s recommendations on in-
terstitial cystitis (IC), a debilitating, chronic syndrome of urinary urgency, fre-
quency, and pelvic pain, by encouraging basic research pertinent to IC, the ultimate
goal being the development of reliable diagnostic tools, and new and effective dis-
ease treatments and prevention.

Mr. Chairman and Members of the Committee, these are just a few examples of
our many research advances and initiatives. I would be pleased to answer any ques-
tions.

PREPARED STATEMENT OF DR. STEPHEN E. STRAUS

I am pleased to present the President’s fiscal year 2004 budget request for the
National Center for Complementary and Alternative Medicine (NCCAM). The fiscal
year 2004 budget includes $116,202 million, an increase of $2.9 million over the fis-
cal year 2003 enacted level of $113,302 million comparable for transfers proposed
in the President’s request.

INTRODUCTION

Arthritis, depression, menopause, cancer . . . for millions of Americans, these
and other health concerns are not being adequately addressed through conventional
medicine. Many are turning outside the medical mainstream to approaches that em-
brace the whole person—mind, body, and spirit. From acupuncture to dietary sup-
plements, complementary and alternative medicine (CAM) approaches are affordable
and accessible, but largely untested. Under NCCAM’s leadership, researchers are
applying the tools of modern science to discover which CAM practices work, why
and how they work, and whether they are truly safe. Exploring CAM through rig-
orous science will lead to the integration of proven CAM practices with conventional
medicine, thus improving the lives of all Americans.

STANDARDIZATION & CHARACTERIZATION OF DIETARY SUPPLEMENTS

Dietary supplements, one of the most popular categories of CAM practices, are
used by 10 percent of American adults.! Many consumers use dietary supplements
with the expectation that they are effective in the self-treatment and prevention of
disease and the promotion of wellness and, further, with the assumption that they

1Hanyu NI, Catherine Simile and Ann M. Hardy, “Utilization of Complementary and Alter-
native Medicine by United States Adults: Results From the 1999 National Health Interview Sur-
vey,” Medical Care, Vol. 40, No. 4, pp. 353-358.
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are safe. Under the law, supplements are classified as foods and not held to the
same rigorous standards as drugs.

Research supported by NCCAM indicates that Americans who take ginseng on a
regular basis cannot rely on the label to accurately reflect the product’s contents.
After examining 25 commercial ginseng products, one NCCAM grantee recently re-
ported that, the concentrations of ginseng differed by as much as ten-fold from the
label. The lack of standardized dietary supplements is not only an issue of consumer
safety; it is also an issue for researchers who need to protect their patients and
work withwell-characterized and standardized products to scientifically and accu-
rately examine study their purported benefits.

NCCAM’s recent experience with PC SPES, a patented mixture of eight herbs, is
an example of the other vexinganother problem with some dietary supplements con-
tamination. In 2001, thousands of men with advanced prostate cancer in America
tookwere taking PC SPES. Based on encouraging early clinical results, NCCAM was
supporting four research studies, including a clinical trial, to determine the safety,
efficacy, and mechanism of action (i.e., how it works) of PC SPES. In February 2002,
the California Department of Health Services and the Food and Drug Administra-
tion reported that PC SPES was contaminated with undeclared prescription drug
ingredients. This finding led the manufacturer to recall the product and subse-
quently cease its operations. NCCAM immediately put its studies on hold and con-
vened meetings with scientists, prostate cancer specialists, patients, and industry
representatives to determine howif a “cleaner” an uncontaminated product could be
made available to the publicreenter the marketplace and the research pipeline, al-
lowing the research to resume. As part of this strategya result of these meetings,
NCCAM resumed its laboratory studies of the cellular and molecular biology of PC-
SPES and pronounced declared its interest in resuming clinical trials once an un-
adulterated, fully characterized, and standardized product is available.

NCCAM is taking several steps is taking several stepsto address the critical issue
of product standardization and quality. Among the top-selling products in the die-
tary supplement industry are products like echinacea (Echinacea purpurea), taken
to prevent and treat colds, milk thistle (Silybum marianum), taken to treat chronic
hepatitis and cirrhosis, and feverfew (Tanacetum parthenium), taken to lower fe-
vers. All of these products have shown promise in small uncontrolled studies; how-
ever, each has problems with standardization, precluding their full and objective
study. NCCAM is making awards under using the Small Business Innovative Re-
search (SBIR) program to obtain well-characterized and standardized clinical-trial-
grade materials of these supplements. This investment in high-quality
productsessential first step will be followed by studies to define the optimal dose of
each product. To implement this second step, in 2004, NCCAM plans toplans to es-
tablish a Dietary Supplement Standardization and Characterization Center
(DSSCC), which willto serve as a resource for the analysis of dietary supplements,
especially botanical products, before they are used in clinical trials.

DETERMINING THE MECHANISMS OF ACTION OF CAM INTERVENTIONS

While pursuing innovative approaches to ensuring the safety of its clinical trial
products, NCCAM continues to support basic and clinical studies NCCAM continues
to support basic and clinical studies. The central objective of many of these studies
is to examine the mechanisms of action underlying various CAM therapies. In 2002,
for example, NCCAM-supported researchers conducted an important body of re-
search on alternatives to conventional hormone therapy—an area of obvious interest
for millions of menopausalwomen who are seeking safe and effective alternatives to
conventional hormone therapy for relief of menopausal symptoms and related condi-
tions. Specifically, scientists are using in vitro systems to examine how some pop-
ular dietary supplements act on biochemical pathways responsive to estrogen. Oth-
ers are examining the estrogenic activity and specific mechanisms of estrogen recep-
tor regulation of a Chinese herbal extract; identifying the active compounds of black
cohosh (Cimifuga racemosa) and red clover (Trifolium pratense); and investigating
the range and mechanisms of action of two plant-based estrogens, genistein and
diadzein, and extracts of soy on immune function. These studies will clarify what
biochemical effects supplements might have on women and indicate which, if any,
are worthy of testing in a clinical trial.

Building on the results of a detailed scientific review that NCCAM conducted with
the Agency for Healthcare Research and Quality on the popular dietary supplement,
S-Adenosyl-L-Methionine (SAMe), the Center is also supporting mechanistic projects
on the mechanisms of action of SAMe that are consistent with the findings of the
report associated with key areas identified by the report. One grantee is using cul-
tured cells to better characterize the biochemistry of liver injury and what role
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SAMe may play in preventing liver damage. Another investigator is using a mouse
model of hepatitis and liver cancer to study the role of SAMe in regulating liver cell
growth and death.

A trio of studies indicate that Ginkgo biloba may provide multiple levels of protec-
tion to neural tissues and contribute to the body of evidence explaining how Ginkgo
may be beneficial in preventing the onset of dementia. NCCAM-supported investiga-
tors reported that a standardized Ginkgo extract protects cells from oxidative stress
and apoptosis (programmed cell death). Using model systems to study the factors
that regulate cell death, the investigators showed that the Ginkgo extracts increase
the lifespan of the worm, Caenorhabditis aenorhabditis elegans, protect cultured
neural cells from undergoing programmed death, and hinder an early step in the
biochemical processes leading to neurodegeneration.

In fiscal year 2003, NCCAM made several awards as part of the initiatives it
launched with NIH partners to elucidate the underlying biological pathways of the
placebo effect and to reveal factors important for eliciting the placebo effect in clin-
ical practice setting. The Center designated mind-body medicine as a priority re-
search area in fiscal year 2003, recognizing the potential contributions to prevention
and treatment of chronic diseases that could be made by interventions based on evi-
dence from innovative psychophysiological research. NCCAM will enhance the sup-
port for research into the mechanisms of mind-body medicine. Most recently,
NCCAM joined other NIH partners to solicit applications from institutions poised
to advance research on mind-body interactions and health. The Center also des-
ignated mind-body medicine as a priority research area in fiscal year 2003, recog-
nizing the potential contributions to prevention and treatment of chronic diseases
that could be made by interventions based on evidence from innovative
psychophysiological research.

EVALUATING CAM THERAPIES IN RIGOROUS CLINICAL TRIALS

A chief goal of the basic and preclinical research NCCAM supports isbasic and
preclinical research to test therapies for eventual use in clinical trials with the ulti-
mate objective being to translate safe and effective therapies into widespread prac-
tice. Another purpose ofIn addition, NCCAM-supported clinical trials is to test CAM
products already being widely used by the public. Ultimately, NCCAM wants to an-
swer the central question: “does it work?”

In 2002, NCCAM announced the results of its first large-scale clinical trial. The
trial evaluated a one product containing St. John’s wort (Hypericum perforatum)
product, a popular herbal remedy for depression, as a treatment for major depres-
sion of moderate severity and found it to be ineffective as compared to placebo. Al-
though the results of this trial were negative showed that St. John’s wort is not ef-
fective for this type of depression, the outcome provided practitioners and patients
alike with valuable data. In addition, the outcome informed researchers who are
testing St. John’s wort as a treatment for less severe forms of depression. NCCAM
is following-up on this finding by co-funding a new trial to test St. John’s wort as
a treatment for minor depression, a less severe but very common type of depressive
illness. The trial begins this year and will enroll 300 patients at three sites nation-
wide.

Because CAM products and practices are already used by millions of Americans,
NCCAM supports relatively morea higher percentage of clinical research than all of
the other NIH Institutes and Centers. As part of its clinical research portfolio, the
NCCAM extramural research program is already supporting 12 ongoing large-scale
clinical trials with other NIH Institutes and Centers. These trials include the larg-
est ever herbalstudy of Ginkgo biloba for the prevention of dementia a critical study
given the aforementioned body of evidence that exists regarding Ginkgo’s potential
protective effects. The list also includes the largest ever studieslargest ever study
of dietary supplements (selenium and vitamin E), involving 30,000 men, for the pre-
vention of prostate cancer. In fiscal year 2002, NCCAM cosponsored the first large
clinical trial to test chelation therapy as a treatment for coronary artery disease.
Also in fiscal year 2002, the NCCAM Intramural Research Program initiated its
first clinical trial, which is evaluating electroacupuncture in reducing the severe
nausea experienced by many children following intensive cancer chemotherapy.
NCCAM is taking actionactive to ensure the quality and safety of NCCAM-
supportedits clinical trials.

In 2002, the Center established the Office of Clinical and Regulatory Affairs to
help plan, coordinate, and monitor NCCAM-supported clinical trials. All of these ac-
tivities reflect NCCAM’s rich investment in and commitment to clinical research.
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BUILDING RESEARCH INFRASTRUCTURE AND INTELLECTUAL CAPITAL

The success of NCCAM’s future research endeavors is contingent upon depends
on the availability of skilled investigators in both the conventional and CAM re-
search communities. Toward this end, NCCAM is supporting dozens of mentored
and independent trainees, from the pre-doctoral level through mid-career and senior
faculty members. In 2002, NCCAM made institutional training and clinical research
career awards to CAM institutions and joined the new NIH-wide loan repayment
program with awards to two junior practitioner-investigators, marking a series of
“firsts” for NCCAM.

In addition to its support ofinvestment in training programs, NCCAM continues
to support a robust research centers program, providing a critical CAM research in-
frastructure. In 2002, NCCAM sought to strengthen its centers program by con-
vening sought to strengthen its centers program by cing an expert panel to evaluate
the program’s current structure and objectives. The panel recommended a more
flexible approach to supporting future centers research. This new approach, which
employs a mix of funding and research mechanisms, will ideally expand ideally the
participation among investigators with varying degrees of research expertise at both
CAM and conventional institutions in a multi-disciplinary fashion. Implementation
of this strategy began in fiscal year 2003 and will continue through fiscal year 2005.

CONCLUSION

NCCAM has made remarkablesignificant progress in its first 4 years. Between fis-
cal year 2000 and fiscal year 2001, the number of people enrolled in NCCAM-sup-
ported clinical research projects doubled. The Center, in a partnership with other
NIH Institutes, launched some of some of the largest clinical studies of CAM thera-
pies ever conducted. NCCAM took pro-activesteps to improve the safety and efficacy
of its clinical research studies and the quality of the information disseminated to
the public about CAM therapies. Finally, the Center increased its level of support
to researchers who are applying cutting-edge scientific tools to study the most prom-
ising CAM approaches to the most important public health challenges facing our na-
tion. I look forward to keeping you and the American public apprised of NCCAM’s
future activities and accomplishments.

PREPARED STATEMENT OF DR. LAWRENCE A. TABAK

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Institute of Dental and Craniofacial Research
(NIDCR) for fiscal year 2004. The fiscal year 2004 budget includes $382,396,000, an
increase of $11,254,000 over the fiscal year 2003 enacted level of $371,142,000 com-
parable for transfers proposed in the President’s Request.

MOLECULAR MEDICINE ENTERS THE MOUTH

When molecular biologists discuss the future of medicine and dentistry, many
foresee a day when health care professionals will possess the technological tools to
dust a patient’s cells, like a detective dusts for fingerprints, and pull up a “molec-
ular fingerprint” of the activity inside. This fingerprint will allow them for the first
time to examine the patterns within the cells for disease-causing abnormalities in
the genes, proteins, and protein networks. Based on these specific biological clues,
doctors will have far more detailed information at hand to make a correct diagnosis
and perhaps one day tailor a person’s care to treat the specific molecular defects
that underlie the disorder.

SALIVARY DIAGNOSTICS

Scientists have long recognized that our saliva serves as a “mirror” of the body’s
health, in that it contains the full repertoire of proteins, hormones, antibodies, and
other molecular analytes that are frequently measured in standard blood tests. The
Institute recently launched a major research effort that, in keeping with the Na-
tional Institutes of Health (NIH) Roadmap initiative, seeks to identify and address
major cross-cutting biomedical challenges, and will further develop needed tech-
nologies and create the first comprehensive baseline catalogue of all proteins found
in oral fluids of healthy individuals. The NIDCR envisions that this basic research
could one day translate into miniature, hi-tech tests, or so called “labs” on a silicon
chip, that rapidly scan oral fluid for the presence or absence of multiple proteins
linked to various systemic diseases and conditions. Ultimately, this approach could
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be used for real-time health surveillance—rapidly identifying persons most at risk
at the earliest moments of detectable change in key diagnostic markers.

THE GENOMICS AND PROTEOMICS OF PERIODONTAL DISEASES

Although “molecular medicine” is still in its infancy, the NIDCR continues to help
lay its basic intellectual foundations. The tools of molecular medicine offer prom-
ising new strategies for addressing oral infectious diseases such as periodontitis.
These conditions begin when bacteria colonize a “biofilm” that forms on the surface
of teeth. Many of these microorganisms remain uncultivated and only recently have
some of these bacteria been identified by their molecular fingerprints. Some of these
bacteria are highly virulent; they elaborate noxious substances that damage hard
and soft tissues of the mouth. Furthermore, oral bacteria can trigger an immune
response that often proves destructive both within the mouth and elsewhere in the
body. Indeed, recent studies with animal models and epidemiologic surveys have
linked periodontal diseases with pre-term delivery and low birth weight.

With the advent of more powerful research tools, NIDCR supported scientists will
now be able to assemble a molecular “parts list” of all the genes and proteins in-
volved in periodontal diseases. For the first time, a detailed understanding of the
microbial and host signaling pathways that are activated or deactivated during peri-
odontal disease progression will be mapped. This represents an important step in
defining new therapeutic targets to overcome one of the most prevalent infectious
diseases of humankind.

TISSUE ENGINEERING

The NIDCR continues to invest heavily in regenerative medicine, with a strong
interest in engineering new bone to repair dental and craniofacial wounds and birth
defects. Of particular interest are adult bone marrow stromal stem cells, the natural
progenitors that create the body’s bone-forming cells. In recent years, scientists have
envisioned healing bone fractures by inserting these cells directly into the wound.
The adult stem cells would replicate in the wound, create millions of new bone cells,
and heal the fracture rapidly and efficiently. As appealing as this approach is, how-
ever, technical challenges have emerged to slow the research. One of the most formi-
dable obstacles is the discovery that adult bone marrow stromal stem cells stop
growing soon after they are introduced into cell culture and quickly lose their ability
to form new bone. Because hundreds of thousands of stem cells are required to heal
even a minor bone fracture, scientists have been hard pressed to generate an ade-
quate supply of these precursors.

For the first time, NIDCR scientists and grantees reported that they have more
than doubled the life span of adult bone marrow stromal stem cells, under labora-
tory conditions, by incorporating the catalytic, or active, component of a much-stud-
ied enzyme called telomerase, termed the hTERT gene, into the stem cells. This was
particularly interesting because hTERT is the catalytic, or active, component of a
much studied enzyme called telomerase. Telomerase has been shown to counter the
shortening of telomeres, the tips of chromosomes, by triggering a chemical reaction
that adds new base pairs to them and extends the life of the cell. In follow-up ani-
mal studies, the scientists found that the newly formed bone, generated from the
stem cells, had all of the hallmarks of normal bone—including organized collagen
fibers and various mineral components.

SJOGREN’S SYNDROME

The NIDCR is also applying tissue engineering strategies to Sjogren’s syndrome,
a relatively rare condition that affects over one million Americans. The syndrome
is caused when the immune system mistakenly attacks various parts of the body,
often including cells that produce saliva. When this occurs, people develop chron-
ically dry mouths, which can impair their ability to taste and swallow as well as
lead to oral disease. While studies are ongoing to pinpoint the root cause of this con-
dition, NIDCR continues to explore the possibility of developing an artificial salivary
gland, an approach that one day could help to restore adequate levels of saliva for
Sjogren’s patients.

In studying Sjogren’s syndrome, one of the major barriers always has been
logistical. People with the syndrome are scattered throughout the country, and sci-
entists are sometimes uncertain about how to find them. To ensure that researchers
have access to sufficient numbers of Sjogren’s patients with well defined clinical his-
tories and relevant biological samples, NIDCR will support the first international
registry of Sjogren’s patients. The registry will be crucial in tracking the incidence
and natural history of the condition. It also will allow NIDCR to launch more rap-
idly the necessary clinical trials to evaluate promising diagnostic and therapeutic
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leads as they emerge. NIDCR also plans to identify biomarkers—genes, proteins, or
even protein networks—which will allow early diagnosis, determination of disease
progression, and stratification of high risk individuals. By developing a battery of
sensitive and highly specific diagnostic and prognostic biomarkers, critical molecular
information will be available to more accurately diagnose and treat Sjogren’s syn-
drome, a long-held hope of many Americans affected by this condition.

PAIN RESEARCH

For the past four decades, the NIDCR has been one of the key players at NIH
in the study of the basic biology and treatment of pain. While current analgesic
drugs help many ease discomfort, millions of others have pain management needs
that remain completely or partially unmet. Nearly all available analgesics were de-
veloped based on overly simplified, linear models of pain transmission. Recent ad-
vances show that pain transmission is a far more dynamic process that often in-
volves multiple routes, or pathways. Each pathway integrates a convergence of mo-
lecular signals, then relays them along their own specific, hard-wired routes to the
brain. The research challenge is to define the molecular details of these multiple
routes of pain transmission with the aim of increasing the repertoire of pain man-
agement strategies.

In keeping with the NIH Roadmap initiative, progress is now being made in defin-
ing the biological pathways and networks of pain. For example, a group of NIDCR
grantees have discovered several biological factors that influence pain perception.
This multidisciplinary team focuses its research on developing novel, real-time im-
aging techniques that track the mu-opioid system, a specific type of protein receptor
in the brain that researchers have long suspected triggers a dampening of the pain.
In a seminal study published last year, the team confirmed the role of the mu-opioid
system in enhancing a person’s tolerance of pain. According to the research team,
this marked the first study ever that combined prolonged pain with simultaneous
brain scan monitoring of the mu-opioid system and self-reported pain ratings of
human volunteers.

The group found that the onset and slow release of jaw muscle pain (that mimics,
in part, the symptoms of individuals suffering from Temporomandibular muscle and
joint diseases and conditions) over 20 minutes caused a surge in the release of
endorphins, naturally produced chemicals that bind to the mu-opioid protein recep-
tors that are displayed on the surface of brain cells. Once the endorphins activated
the receptors, the volunteers said they felt a reduction in pain and emotions related
to the sensation. Specific brain regions—especially those that play a role in emo-
tional responses or that help to process signals from the body’s sensory systems—
had the greatest increase in endorphin levels. The research also revealed major vari-
ations among volunteers in baseline and pain-induced levels of opioids. The sci-
entists noted that their results establish that people vary both in their capacity to
produce mu-opioid receptors and in their ability to release the anti-pain chemicals
themselves. This variability appears to determine the emotional and sensory aspects
of a painful experience and might explain why some people react to pain differently.
It may also help to explain why some people are more prone to chronic pain condi-
tions or do not benefit from certain anti-pain medications.

The group and its collaborators have published two important followup studies.
In the first study, the scientists observed that, at matched levels of pain intensity,
men and women differ in the degree and direction of the mu-opioid response in dis-
tinct areas of the brain. In particular, men had greater activation of mu receptors
in specific regions of the brain—the anterior thalamus, ventral basal ganglia, and
amygdala. Women, conversely, had reductions in the resting levels of these recep-
tors when they experienced pain in the nucleus accubens, an area of the brain pre-
viously associated with hyperalgesic responses to the blockage of these receptors.

In the second study, the scientists focused on a gene that produces a key enzyme
involved in the mu-opiod system. The group found that people who inherit an ex-
tremely common variation in the gene have a lower natural threshold of pain than
those who were born without the variation. The scientists speculated that the vari-
ant gene encodes a slightly altered enzyme that functions somewhat differently than
the normal enzyme, leading to lower brain levels of pain-killing endorphins. This
finding highlights the growing recognition that pain treatment should be customized
to meet the specific needs of individual patients.

Because of the mouth’s unique role in the human body, NIDCR is well positioned
to make key contributions to the future of molecular-based medicine—not only in
alleviating oral conditions but also toward improving systemic health. This Insti-
tute’s continued contributions represent hope for millions of Americans today, as
well as improved health and quality of life for generations to come.
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PREPARED STATEMENT OF DR. JUDITH L. VAITUKAITIS

Mr. Chairman and Members of the Committee: I am pleased to present the Presi-
dent’s budget request for the National Center for Research Resources (NCRR) for
fiscal year 2004, a sum of $1,053,926, a decrease of $84,738,000 from the fiscal year
2003 enacted level of $1,138,664 comparable for transfers proposed in the Presi-
dent’s request.

Infrastructure is at the heart of NCRR. For more than 40 years, it has been
NCRR’s mission to develop and support essential research resources that strengthen
and enhance research environments for health-related studies. NCRR provides the
nation’s scientific community with access to broad-ranging resources, including ani-
mal models, advanced technologies, research facilities, and clinical research centers
that explore new approaches for diagnosing, treating, and preventing human dis-
ease.

To be responsive to emerging needs, NCRR works in trusted partnership with the
biomedical research community, with other NIH institutes and centers, and, in some
cases, with other Federal agencies and private sector organizations. In anticipation
of emerging needs, NCRR in recent years has funded construction of biocontainment
laboratories for the study of dangerous infectious agents; islet cell resources to ex-
plore novel therapies for diabetes; and creation of transgenic animals that enhance
understanding of human disease.

Scientists today are exploring biomedical problems of enormous complexity. Some
of the nation’s most pressing health concerns can best be addressed through multi-
disciplinary research teams, which integrate technologies and expertise from a vari-
ety of fields. NCRR, with its cross-cutting mission, is ideally positioned to facilitate
this evolving approach. Today I will outline NCRR’s plans for meeting the ever-
changing infrastructure needs and describe just a few of the research advances en-
abled through NCRR-supported research infrastructure.

ADVANCED TECHNOLOGIES

NCRR has a long history of developing and enhancing access to new technologies.
Magnetic resonance imaging, mass spectrometry, synchrotrons for crystallography
and optical imaging are just a few of the now-indispensable tools that NCRR sup-
ported in their infancy, primarily through the nationwide network of Biomedical
Technology Resource Centers. NCRR must remain positioned to ensure that innova-
tive technologies are developed and accessible before research prog